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Administrative Progress 
Oy «(of the Federal Food, 


ueetioe §Drug, and Cosmetic Act 


CHARLES W. Crawrorp, Associate Commissioner of Food and Drugs 


consumer protective purposes of the Federal Food, Drug, and 

Cosmetic Act is the degree of compliance that exists in the day- 
by-day production and marketing of the commodities subject to the 
statute. No statistics we have been able to devise will accurately reveal 
such progress, or the lack of it. I may tell you that in the fiscal year 
of 1946 the Food and Drug Administration examined 68,103 samples 
as compared to 62,837 in 1945, that 3,221 court actions were brought 
in 1946 as compared with 3,527 in 1945, and that 6,035 import ship- 
ments were detained in 1946 as against 4,955 in 1945. 


[cn ONLY TRUE MEASURE of progress in achieving the 


Conclusions that are quite fallacious may be drawn from statistics 
like these and many others I might present. For example, one of the 


Presented at the Second Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association 
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cancer cure cases, preparation and trial of 
which consumed several man-years, might 
not be statistically differentiated from some 
simple filth case that took only a few hours, 
and an increased number of court actions 
might mean neither greater efficiency of en- 
forcement nor greater disregard for the law. 
Statistics that are broken down to details are 
helpful in evaluating the degree of law com- 
pliance but must always be considered with 
other relevant facts that do not lend them- 
selves to presentation in tabular form. Discussions between administra- 
tive officers and industry representatives, which are always welcome, 
about application of the law to specific problems, may lead to compliance 
and to protection of the consumer in the market place. This is progress 
that is very real, but can hardly be expressed in numerical terms. 





CuHartes W. CrawForp 


We find it peculiarly difficult to evaluate the progress toward com- 
pliance made since the beginning of the fiscal year 1946. I am sure 
that in most commodity groups the situation ranges from satisfactory to 
highly commendable. In others, we have had recessions. As the usual 
types of violations have lessened or disappeared in some commodity 
groups, continuing shortages of many materials and many kinds of 
equipment, the relatively untrained state of many of the newer factory 
employees, and the opportunities for quick profits from rapidly rising 
prices have all combined to bring about increased numbers of violations 
in those groups, sometimes involving new and serious hazards to con- 
sumer welfare. 


Important High Lights Reviewed 


I propose to review some of the more important high lights of our 
experience since the last fiscal year began and to indicate our view 
about the degree of law compliance that exists from our knowledge of 
statistical tables and other relevant facts. An appraisal of the situation 
can be appropriately begun by considering the relative freedom from 
harmful contamination of our food supply. The incidence of violations 
because of spray residue on fruits and vegetables has lessened. Per- 
haps this is due in part to the wider use of DDT, a highly effective in- 
secticide which may be less toxic than the insecticides previously used 
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in great quantity. However, DDT is by no means harmless and will 
present a continuing problem. One interesting phase is the fact that 
when it is used on forage crops and other feed, it tends to accumulate 
in the fatty tissues of animals and in the fat of milk, sometimes in start- 
ingly high quantities. 


A decrease has been noted also in glass splinters and slivers in 
imported liquor, a problem that became very acute at times during the 
war. The contamination of imported sardines with lead, which was 
serious in 1945, likewise showed a marked improvement last year. 


On the other side of the ledger, the shortage of food fats and oils 
has resulted in an epidemic of violations through the substitution of 
mineral oil. This is not merely a serious debasement of nutritional 
value. In recent years scientific evidence has accumulated that mineral 
oil consumed regularly as a part of the diet constitutes a definite menace 
to health. 


Another disturbing fact is that during the last few years no less 
than 500 different chemicals have been proposed for use in foods as 
preservatives, antioxidants, emulsifiers, stabilizers, and the like. About 
nrany of them little is known as to toxicity, even when consumed over 
brief periods. Few have been tested adequately to determine their 
potentiality for adverse effects when consumed over a life span. Some 
of them have been introduced rather extensively into food products 
with a thoughtlessness of possible consequences unmatched by anything, 
in our experience except the use of diethylene glycol as a solvent in 
making Elixir Sulfanilamide some ten years ago that resulted in over 
100 deaths and the use of orthocresyl phosphate in ‘ginger jake’ during 
prohibition that caused hundreds of cases of paralysis. During the 
last year, monochloracetic acid was used as a preservative in an orange- 
flavored beverage base and resulted in an epidemic of illnesses, but 
fortunately no deaths. This preservative was used also by a few 
brewers in the Middle West for clarification and preservation of beer, 
with the consequence that scores of shipments of the brew had to be 
destroyed. The same preservative was also found in such widely differ- 
ing commodities as pancake sirups, chocolate flavoring sirups, salad 
dressings, and relish. Of the same pattern was the use of thiourea by 
one packer of frozen peaches to prevent the fruit from blackening. Some 
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of the packages contained enough of the poison to kill rats to which the 
fruit was fed. 


Besides the danger that may lurk in the use of insufficiently tested 
preservatives, these products, if they are really effective in retarding 
the growth of microorganisms and thus delaying spoilage, are too fre- 
quently used as a substitute for sanitary practices designed to prevent 
the contamination of foods with heavy bacterial loads. If no restraint 
existed on the use of chemical preservatives in food products generally 
and without regard to real need, we believe it would jeopardize the 
splendid progress made by the food-manufacturing industries in pres- 
ervation by heat processing, refrigeration, and freezing, along with 
the maintenance of thoroughly sanitary conditions. 


Substantial Progress Has Been Made 


While cases based on insanitary factory practices and insanitary 
storage establishments have made up the bulk of actions on food prod- 
ucts during the past year, there can be no question that substantial 
progress has been made in furnishing the American public foods that 
are more sanitary than at any time in the past. Under the leadership 
of trade associations, several large industries have set up organizations 
to deal with sanitation on an industry-wide basis. The dairy industry 
in years past has pioneered in setting up improvement groups whose 
objectives were to produce cleaner dairy products and to safeguard them 
against contamination. Other industries, notably the milling, bakery, 
canning, and confectionery groups, have employed specialists in sanita- 
tion to assist the member firms in establishing and maintaining sanitary 
plants. In addition to industry associations, many companies have em- 
ployed experts in sanitary control for their own plants. 


We are encouraged to hope that with the strong impetus thus given 
to sanitation, we will not have to report, as we did this year, huge losses 
of valuable foods from insect, rodent, and other contamination. Such 
contamination is always a menace to consumer welfare and is eco- 
nomically inexcusable. 


High Incidence of Economic Adulterations Last Year 


As was to be expected, the last year produced a rather high inci- 
dence of economic adulterations under the stimuli of shortage of supplies 
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and rising prices. The previously noted substitution of mineral oil for 
edible fats and oils was one of the most extensive. Only slightly less 
so were reversions to the practices of the old-time dairyman, who con- 
sidered the water pump a necessary accessory to his business. Too 
frequently, food products for which no limitation on water by standards 
has yet been prescribed were found to contain excessive quantities of 
this most prevalent and cheapest of all adulterants. Also frequently 
noted, because of the sugar shortage, was the substitution of saccharin 
which, like mineral oil, is without nutritive value. 


Incidence of Violations in the Drug Field 


In the drug field, the incidence of violations from dangerous drugs 
was less than the preceding year, as was the case with departures from 
Pharmacopoeia and National Formulary standards and from professed 
standards of nonofficial products. The record also shows only a small 
percentage of retail drug stores that sell without prescription drugs that 
are restricted by label to prescription use. 


The incidence of violations from false and misleading therapeutic 
claims for proprietary remedies has lessened markedly. A great many 
of the cases against these products were based upon representations 
made in accompanying printed matter rather than upon labels affixed 
to or included within the packages. In few of the cases were the mis- 
representations as flagrant as those which could easily be found on such 
articles some ten years ago or more. Although wild and dangerous 
claims are becoming more and more rare on medicines, they can be 
found in plenty on a wide variety of therapeutic devices. The greater 
availability of metal since the close of the war seems to have stimulated 
to action a lot of ideas that had lain fallow during the metal shortages. 


Many of these contraptions are held out to cure about every disease 
listed in the medical dictionary, and if they would do so, they would be 
well worth the prices of several hundred dollars up to $6,500, which 
their sponsors ask for them. 


A $300 gadget that was seized was a small glass tube of impure 
barium chloride enclosed in a metal case the size of a pencil. When 
hung around the neck or placed against other parts of the anatomy, its 
purported radioactive properties were supposed to cure bronchial trou- 
bles, low red blood count, and illnesses in general. 


Administrative Progress Page 7 








For $2,200, any person was permitted to invest in, and to be 
licensed by the manufacturer to operate, a vapor bath system consisting 
of certain drugs and plumbing connections between a generator to be 
installed in the basement and cabinets and other devices on the first 
floor. The libels filed against this system alleged that, contrary to 
labeling claims, it would supply no minerals to persons exposed to the 
vapors and would be ineffective for diabetes, abscess of the lungs, decay 
of the jawbones and blood poisoning, among various other tragic ail- 
ments the operators assured the public they could treat or cure. 


Another gadget, which has cost the Federal government many 
thousands of dollars in investigations and court proceedings, is a 1000- 
watt lamp in a cabinet supplied with different colored glasses to fit an 
aperture through which the light beam bathes the patient. To cure 
diabetes, cancer, tuberculosis, syphilis, and a long list of other diseases, 
so the labeling said, the patient merely selected the color of glass for the 
disease, oriented himself with the points of the compass, and took his 
“tonations’’ at the proper time as determined by the position of the 
stars. A seizure case against this machine was won by the government 
about two years ago, but the manufacturer only redoubled his efforts 
to save mankind. Trial of a criminal prosecution against him, which 
lasted over two months, was concluded in January and resulted in a 
verdict of guilty on all of the 12 counts in the indictment. Sentence has 
not yet been imposed. 


Investigation of New Drugs Before They Are Marketed 


It has been our observation during the past year that the degree of 
careful investigation given new drugs before they are marketed, and 
the restraint shown by the industry in awaiting the completion of all 
relevant investigations before attempting to market new products, have 
insured to patients, whose very lives may depend upon the integrity of 
the new products, a greater degree of safety than has ever been achieved 
before. It is worthy of note that in determining the safety of the new 
drug thiouracil, six drug manufacturers cooperated with the Food and 
Drug Administration in compiling data derived from nearly 6,000 clini- 
cal cases. The results of such teamwork are far more conclusive in 
establishing the safety and value of a new drug than those ordinarily 
obtainable by the individual efforts of interested firms. 
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Few Legal Actions Necessary on Cosmetics 


Only a few legal actions were necessary on cosmetics during the 
year. The relative safety with which these products may now be used, 
as compared with the situation that existed before the passage of the 
present law, is a matter for gratification to both the public and the 
industry. 

Regulation-Making Activities Restricted 


Activities in the field of regulation-making were very restricted 
during the past year. This was due largely to limitations of personnel 
in the General Counsel's office, and the necessity under wartime condi- 
tions for restricting programs of basic investigations essential to the 
formulation of proposals for regulations. There is no question but what 
a large number of violations that grew out of wartime conditions could 
have been better controlled, and the public much better safeguarded, if 
certain regulations authorized by the Act, particularly in the area of food 
standardization, had been in effect. 


Discussion of Section 701 (e) 


A report of lack of progress in this field must also record lack of 
progress in understanding by some members of the regulated industries 
of the fundamental bases and procedures in regulation-making. Those 
of you who are familiar with the legislative history of the Act will recall 
that, while the government did not recommend inclusion in the statute 
of the procedural provisions of Section 701(e), which apply to most of 
the regulations having the force and effect of law, the government raised 
no opposition to reasonable safeguards against irresponsible adminis- 
trative action, safeguards which many observers thought should be 
included in the statute. 


As a layman in law, the basic meaning of Section 701(e) to me is 
that the government shall deal fairly and honestly and aboveboard in 
its regulation-making process. I think all of the provisions of the sec- 
tion are directed toward that simple objective. As a matter of fact, the 
Secretary of Agriculture, and now the Federal Security Administrator, 
by publishing proposed orders before final orders are issued and by 
other procedural steps, have consistently gone further than statutory 
requirements. I have been disturbed in noting allegations of unfairness 
and bias in the procedure between the close of hearings and the issuance 
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of the final order. One published statement went to the extreme of 
implying that the Administrator is prone to accept the testimony of a 
single government witness over that of ten industry witnesses who are 
better qualified. 


Anyone who is curious to check the record of the various regula- 
tions that have been issued under Section 701(e) will find many facts 
which refute this implication. I have participated personally in a review 
of all of the records that have been made under this section of the Act. 
I know that the Administrator approaches the problem with an open 
mind, that he thoroughly reviews the record, particularly on points of 
controversy, and that although he is acting in a quasi-legislative rather 
than a quasi-judicial capacity, the quality of his decisions is highly 
judicial. It can be easily verified that there has been no single important 
regulation or group of regulations which, in the final order, did not differ 
materially and sometimes fundamentally from the government's proposal 
upon which the hearing was held. These changes, based upon the testi- 
mony of record, were brought about principally by industry testimony. 


It is my observation that the process of public hearing. review of 
briefs and arguments on the record, publication of a proposed order, and 
review of exceptions to it before promulgation of the final order, lead to 
infinitely better requlations, from the standpoint of both the public and 
industry, than could possibly result from any other scheme. If Section 
701(e) were repealed, we would recommend continuation of this pro- 
cedure in all essential respects, with possible exceptions as to minor 
and noncontroversial amendments. 


Progress Is Being Made 


I have pointed out the impossibility of precise appraisal of the degree 
of compliance with the requirements of the law that prevails over any 
given period of time. But that progress is being made is encouragingly 
evident to anyone who sees the reports of factory inspections, market 
surveys, laboratory investigations and other documents that flow across 
our desks in the Food and Drug Administration. Comparing what is 
on the grocers’ and druggists’ shelves today with what was there a few 
years ago, we can readily observe that the trend toward improvement 
in the output of our food, drug and cosmetic factories is strong and 
continuing. 
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At the first annual meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association in 1946, I ex- 
pressed the belief that the formation of this Section would lead to a 
more general understanding and thorough appreciation by lawyers of 
the benefits of good food and drug legislation to their clients, to them- 
selves, and to their families. Events of the past year confirm this belief. 
As evidence I could cite a number of instances. Perhaps it is enough 
to say that at a meeting in the Food and Drug Administration offices 
in Washington in January, 1947, a group of attorneys who are members 
of this Section discussed with us a proposed amendment to the law to 
apply the certification procedure to streptomycin. There was unani- 
mous recognition of the need for the amendment. I have every hope 
and expectation that this recognition will lead to its passage. 


[The End] 


DRAMA IN ENFORCEMENT 


‘. .. A governmental report traditionally is 
not expected to be sensational. Yet there is in- 
escapable drama in the day-by-day enforcement 
of a law like the Food, Drug, and Cosmetic Act. 

“Flood waters sweep down an eastern river 
valley and squads of city, state, and Federal 
inspectors converge on the flood areas to guard 
the populace against the consumption of storm- 
water-polluted foods and drugs; a worker's mind 
wanders, the labels are switched on bottles of 
two very useful drugs, and only the providential 
sampling of the mislabeled shipments and their 
identification in the laboratory prevent tragic 


results; ..."’ etc. From the annual report of the 
Food and Drug Administration for the fiscal 
year 1946. 
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Judicial 
Progress 


of the federal food, Drug, and Cosmetic Act 


DANIEL P. WILLIs * 
Atvin M. Loverup 
WILLIAM W. GoopricH 





HE PURPOSE of our paper is to sum up the basic judicial 
progress of the Federal Food, Drug, and Cosmetic Act in the 
year 1946. It is necessary that our discussion of the problems 
we have faced and the judicial determinations of these problems be 
restricted to a relatively short-time interval, for it would be impossible 
within the limits permitted to consider even the high lights of the more 
than 85 decisions reported in the National Reporter System under 


the Act. 


Another speaker has been assigned the discussion of seizure ac- 
tions,’ and we have eliminated from this paper the recent decisions to be 
covered by him. 


We recognize that the progress which we see at the present time 
may be, to some extent, illusory. Six of the fifteen decisions rendered 
in 1946, which we shall mention, are now in process of review by higher 
courts. 


Presented at the Second Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association 


* Daniel P. Willis is Assistant General Counsel, Federal Security Agency, in charge of 
the Food and Drug Division. Alvin M. Loverud is Principal Attorney, Food and Drug 
Division, and William W. Goodrich is Senior Attorney, Office of General Counsel, Food 
and Drug Division. 

1‘*The Seizure Section of the Federal Food, Drug, and Cosmetic Act,"’ py Vincent A. 
Kleinfeld, Food Drug Cosmetic Law Quarterly, Volume 2, p. 21 (this issue). 
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* Questions Discussed 


In the enforcement of the Act during the year 1946, the courts have 
had occasion to pass upon some aspects of the following questions: 

(1) The meaning of the word “article” as used in the section pro- 
viding for the seizure of misbranded or adulterated goods.’ 

(2) What rules control discovery in seizure actions? 

(3) When does printed or graphic matter accompany an article so 
as to constitute labeling? * 

(4) When are containers so filled as to be misleading? * 

(5) Is it an administrative or a judicial function to determine 
whether condemned goods have subsequently been brought into com- 
pliance with the Act? 5 

(6) What is the scope of the guaranty provision of the Act? ° 

(7) Do over-the-counter sales of drugs bearing the prescription 
legend result in the drugs so sold being misbranded? ’ 

(8) Are administrative regulations subject to collateral attack? 

(9) Who is a person “adversely affected" by a regulation? * 

(10) Where goods are offered for import, is compliance with the 
statutory conditions to be determined administratively or judicially? ° 


Condemnation on the Basis of Portions of the Article 


The seizure provisions of the Act authorize seizure and condemna- 
tion of any article of food, drug, device or cosmetic that is adulterated 
or misbranded. In seizure actions, the government is often met with 
the contention that a shipment should not be condemned where the 
adulteration or misbranding affects only a small part of the shipment, or 
that condemnation should extend only to the offending portions. In two 
cases '° it was held that the entire shipment constitutes the article and is 





221 U. S. C. 334(a). 

®21 U. S. C. 321(m). 

#21 U. S. C. 343(d). 

§21 U.S. C. 334(d). 

*21 U. S. C. 331(h) 

721 U.S. C. 331(k); 21 CFR, 1944 Supp. § 2.106 (j), p. 1776 

® 21 U. S. C. 371(f). 

*21 U. S. C. 381(a). 

” United States v. 935 Cases . . . Tomato Puree, 65 F. Supp. 503 (DC Ohio) (CCH 


Food Drug Cosmetic Law Reports § 7019]; United States v. 43% Gross Rubber Prophy- 
lactics, 65 F. Supp. 534 (DC Minn.), appeal pending (CCA-8). 
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to be condemned even though only a small portion of the shipment is 
shown to offend against the law. 


Discovery 


In the field of discovery, many interesting problems have been 
raised but not yet settled with finality. Section 304(b) of the Act" 
provides the procedure in seizure actions shall conform as nearly as may 
be to the procedure in admiralty. Because the scope of discovery in 
admiralty practice differs from that under the civil rules, the question 
often presented is at what point seizure actions cease to conform to 
admiralty procedure.'* In addition, Section 304(c) of the Act ** pro- 
vides that any party may obtain a sample of the goods under seizure 
and, in case of fresh fruits or fresh vegetables, a copy of the analysis 
upon which the proceeding is based. This would seem to indicate that, 
regardless of which rules are applicable, a party is not entitled to the 
government's analytical data in advance of trial when the product under 
seizure is neither a fresh fruit nor a fresh vegetable. 


In one case ™* the court held that the claimant did not have the 
right to take the deposition of the Commissioner of Food and Drugs or 
of his representative for the purpose of obtaining analytical data. 
While the court concluded that the civil rules were applicable,’® its 
decision was that even the civil rules do not permit the examination 
of experts employed by the adverse party. 


In another case '* the court upheld the government's objections to 
interrogatories seeking analytical data. Since the product under seizure 
was not a fresh fruit or fresh vegetable, the court ruled that the scope of 
discovery under the admiralty practice was narrowed by the specific 
provisions of the Act, Sections 304(b) and (c). 


121 U. S. C. 334(b). 

2 Appeals in seizure cases are controlled by the civil rules. C. C. Co. v. United 
States, 147 F. (2d) 820 (CCA-5). 

3 21 U. S. C. 334(c). 


“4 United States v. 88 Cases .. . Bireley’s Orange Beverage, 5 F. R. D. 503 (DCN. J.). 
1% Contra, United States v. 720 Bottles . . . Vanilla Extract, 3 F. R. D. 466 (DCN. Y.). 
% United States v. 769 Cases . . . Tomato Sauce, F. D. C. No. 19676, (D. P. R., Civil 


4628, August 9, 1946). 
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Labeling 


Another important enforcement problem arises under Section 
201(m) of the Act '* which in part defines labeling to be written, printed, 
or graphic matter accompanying the article. It has heretofore been held 
that the accompaniment contemplated by the Act is not limited to a 
physical accompaniment, and that if the article and the printed matter 
have a common source and destination they accompany each other '* so 
that false or misleading statements in such literature may be considered 
in determining whether the Act has been violated. This rule has not 
been seriously challenged except in two criminal cases both of which 
are now pending on appeal.'’® In these cases the defendants recognized 
the construction placed upon that section in civil cases, but contended 
that in criminal cases a strict construction of the Act should be applied, 
and that in such cases the word “accompany” should have a more re- 
stricted and literal meaning. In each case, the court rejected the de- 
fendant’s contentions. 


Containers 


Section 403(d) of the Act *° provides that a food is misbranded if 
its container is so made, formed, or filled as to be misleading. This pro- 
vision was recently considered by an appellate court in a case ** where 
the container was less than 50 per cent filled and the trial court had 
found it not misleading. The judgment of the district court was af- 
firmed by the Circuit Court of Appeals because it could not say that the 
finding of fact was clearly erroneous. That court pointed out, however, 
that whether the article had been “‘palmed off"’ on the public or whether 
the markings of net weight on the packages were truthful—considera- 
tions which the trial court had deemed pertinent in its determination— 
were not relevant. The significance of this is that it makes proof of 
actual deception unnecessary and demonstrates the independence of the 
misleading container section and the net-weight declaration requirements 


of the Act. 


21 U. S. C. 321(m). 


% United States v. Research Laboratories, Inc., 126 F. (2d) 42 (CCA-9), certiorari 
denied, 317 U. S. 656; United States v. Lee, 131 F. (2d) 464 (CCA-7), 143 ALR 1451; 
United States v. 7 Jugs ... Dr. Salsbury’s Rakos, 53 F. Supp. 746 (DC Minn.). 


®% United States v. Alberty, 65 F. Supp. 945 (DC Cal.), appeal pending (CCA-9); 
United States v. Kordel, 66 F. Supp. 538 (DC Ill.) [CCH Food Drug Cosmetic Law Reports 
{ 7027]. appeal pending (CCA-7). 

2 21 *U. S. C. 343(d). 

21 United States v. Cataldo, 157 F. (2d) 802 (CCA-1) [CCH Food Drug Cosmetic Law 
Reports § 7025]. 
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Judicial or Administrative Determination Under Section 304(d) 


Section 304(d) of the Act ** provides that after an article has been 
condemned the court may, upon the giving of appropriate bond, direct 
that the article be delivered to the owner to be brought into compliance 
with the provisions of the Act under the supervision of an officer or 
employee designated by the Federal Security Administrator. Some- 
times the claimant will attempt to bring the article into compliance with 
the Act and claim that he has done so, whereas the representative of the 
Administrator finds that the article still does not comply with the Act. 
In such cases the question arises whether that issue is to be determined 
judicially or administratively. It has been our view that the wording 
of the Act clearly shows that such questions are to be determined 
administratively. However, in some cases, courts have undertaken to 
direct that re-processing be done in a specified manner. 


In two such cases, decrees entered during the year 1946 resulted 
in protracted arguments and hearings. One case* involved butter 
which the jury had found to contain an excessive mold mycelia count 
indicating that it was made from partly decomposed cream, and that 
it was contaminated with insect parts, rodent hair fragments, fly eggs 
and similar filth. Over objection of the government, the court ordered 
that the claimant be allowed to take a reasonable amount of butter, 
re-process it under supervision, and then show that the resulting butter 
oil was purged of the products of decomposition and filth if such were 
the case. The government was permitted to submit further argument 
and offered to show that the process suggested by the claimant would 
remove only the visible indicia of filth and that the soluble filth from 
the insects would carry through the process into the butter oil and 
could not be detected by objective tests. On the government's represen- 
tation that no process is known to science that will assure removal of the 
soluble insect fats from the butter, the court concluded that the claimant 
should not have been afforded an opportunity to re-process the butter 
for human consumption. Actually, this case illustrates an exercise of 
the court's discretion as to whether the claimant should be permitted 


to salvage at all. 





221 U. S. C. 334(d). 
2 United States v. 338 Cartons .. . Butter, F. D. C. No. 17105, (DC W. Va., Civil No. 


567, August 27, 1946). 
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In another case ** a shipment of raspberry puree was condemned 
by consent upon the ground that it consisted in part of decomposed 
matter. The court ordered the article to be released to the claimant 
to be brought into compliance with law by a process of distillation into 
wine or brandy, or by a process of filtration. When the representative 
of the Administrator was called upon to supervise the re-processing 
by filtration, he refused to do so on the ground that filtration could 
not remove the soluble products of decomposition. The claimant moved 
for an order to require such supervision. The court held that approval 
of the method which could properly be used to recondition the puree 
was a matter within the discretion of the Food and Drug Administra- 
tion and the Court would not substitute its judgment for that of the 
Administration. 


Cases Under the Guaranty Provisions 


Two important cases have arisen under the guaranty provision of 
the Act. In one case ** the district court held that the giver of a false 
guaranty was not subject to prosecution under the Act unless the prod- 
uct guaranteed had actually moved interstate. A direct appeal was 
taken to the Supreme Court which noted probable jurisdiction on 
December 16, 1946. 


In another case ** the court stated that a guaranty may be relied 
upon as a defense only by a person who has himself received the 
guaranty from the person who sold him the goods. Further, the court 
held that the holder of a guaranty who handles or processes the product 
guaranteed may not rely upon the guaranty since he has subjected the 
product to new hazards of adulteration not present when the guaranty 
was given. 

Question Under Section 301(k) 


A question of considerable importance arises under the provisions 
of Section 301(k) of the Act ** which prohibits the alteration, mutila- 
tion, destruction, obliteration or removal of the whole or any part of 


*% United States v. 1322 Cans ... Black Raspberry Puree, F. D. C. No. 18933 (DC 
Ohio, Civil No. 23741). 

2% United States v. Michael Walsh, trading as Kelp Laboratories, F. D, C. No. 17829 
(DC Cal., No. 8987 Criminal, September 18, 1946) [CCH Food Drug Cosmetic Law 
Reports { 7028], pending on appeal in the Supreme Court, Docket No. 718. 


*% United States v. Crown Rubber Sundries Co. et al., 67 F. Supp. 92 (DC Ohio) [CCH 
Food Drug Cosmetic Law Reports { 7015], appeal pending (CCA-6). 
7 21 U. S. C. 331(k). 


Judicial Progress Page 17 








the labeling of, or the doing of any other act with respect to a drug 
if such act is done while such article is held for sale after shipment in 
interstate commerce and results in such article being misbranded. The 
Act provides that a drug is misbranded if its labeling fails to bear 
adequate directions for use, but authorizes the Federal Security Admin- 
istrator to promulgate regulations exempting a drug from this require- 
ment where compliance is not necessary for the protection of the public 
health.** Regulations have been promulgated exempting drugs which 
bear the prescription legend from bearing adequate directions for use 
provided that certain safeguarding conditions are met. 


Some druggists have adopted the practice of selling drugs bearing 
the prescription legend over-the-counter. The question arises whether 
such act results in the drug being misbranded and whether the statutory 
provisions involved are constitutional. 


It also commonly happens that prescription drugs are shipped inter- 
state to a dealer or wholesaler who thereafter disposes of the drug to a 
retail druggist in his own state. This raises the question whether the 
retailer in such case is holding the drug for sale after shipment in 
interstate commerce, since the shipment by which he obtained possession 
of the article was intrastate rather than interstate. 


All of these questions were presented in the Sullivan case, now 
pending on appeal.?® The defendant's motion to dismiss the criminal 
information was overruled on the ground that the over-the-counter sale 
of the drug in question was an act that caused the drug to become 
misbranded and that came within the prohibition of Section 301(k) 
which was upheld as constitutional. 


Collateral Attack on Regulations 


The scope of collateral attack on regulations promulgated pursuant 
to Section 701(e) of the Act *° was recently considered by an appellate 
court.*! That case involved the seizure of a shipment of an eyelash 
cosmetic containing a coal-tar color not authorized for use under regu- 
lations promulgated by the Administrator.** The claimant attacked the 





3 21 U. S. C. 352(f). 

” United States v. Sullivan, 67 F. Supp. 192 (DC Ga.) [CCH Food Drug Cosmetic 
Law Reports { 7014], pending on appeal (CCA-S5). 

21 U. S. C. 371(e). 

= Byrd v. United States, 154 F. (2d) 62 (CCA-5). 

82 Pursuant to 21 U. S. C. 364. 
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validity of the regulation claiming the dye used was harmless. The 
court pointed out that the statute provides a procedure for review of 
the regulations by petitioning a circuit court of appeals.** In an enforce- 
ment proceeding, such as a seizure action, the regulations are not open 
to attack except upon constitutional grounds. 


“Adversely Affected” 


Another case ** involving judicial review of administrative regula- 
tions arose under Section 701 (f) of the Act *° which authorizes a person 
who is ‘adversely affected’’ by a regulation to file a petition for its 
review in a Circuit Court of Appeals. In that case, the Administrator 
had promulgated a standard of identity for cacao products under Sec- 
tion 401 of the Act ** which permitted the use of lecithin as an optional 
ingredient provided the product was labeled ““Emulsifier added.” The 
American Lecithin Co., which supplied lecithin to manufacturers of 
chocolate products, objected to this labeling requirement. The court 
held, however, that the Lecithin Company was not a person “adversely 
affected” by the regulation within the meaning of Section 701(f) since 
it did not manufacture cacao products but was only a supplier of an 
optional ingredient of such products. 


Question Under Import Provisions 


Still another question involving administrative function arose under 
the import provisions of the Act *’ which provide in part that articles 
offered for import shall be refused admission to the United States if 
they are adulterated or misbranded. The Federal Security Adminis- 
trator may obtain samples of imports and determine whether such 
articles are adulterated or misbranded. In an injunction proceeding,** 
certain importers challenged the authority of the Administrator to make 
such determinations. Wheat which had been offered for import was 
found by the Administrator to be adulterated, and was ordered by the 
Collector of Customs to be exported or destroyed. The court refused 
to enjoin enforcement of this order, declaring that the administrative 





321 U. S.C. 371(f). 


% American Lecithin Co. Inc. v. McNutt, 155 F. (2d) 784 (CCA-2), certiorari denied 67 
S. Ct. 123. 

* 21 U. S. C. 371(f). 

* 21 U.S. C. 341. 

721 U. S. C. 381. 


% The James J. Hill, Bowman v. Retzlaff, 65 F. Supp. 265 (DC Md.). 
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determination that the article was adulterated was not an arbitrary or 
capricious action. The court pointed out that in the field of imports 
the power of Congress is exclusive and absolute; that the only rights 
that an importer has are those expressly provided by statutory enact- 
ment; and that in this case those rights had been fully observed. 


Conclusion 


This short review indicates that during the year 1946 progress 
has been made in the judicial interpretation of various provisions of 
the Federal Food, Drug, and Cosmetic Act and in the determination 
of some of the problems involved in its administration and enforcement. 
Though none of the ten questions outlined at the beginning of this 
paper has been fully answered nor the problems involved therein fully 
explored, some of the uncertainties which have been bothersome both 
to the government and the citizen have been clarified, and some indi- 
cation has been given as to what can be anticipated by way of judicial 
interpretation and decision in those fields not yet definitely passed upon. 


[The End] 


COURT INTERPRETATIONS 


‘... An unusual number of court interpreta- 
tions of new provisions contained in the Food, 
Drug, and Cosmetic Act of 1938 were handed 
down in 1946. With few exceptions, these 
decisions strengthen the consumer protection 
provided by the statute. 

“It is significant that most Federal courts 
gave more weight to the intention of Congress 
in enacting this law for the ultimate protection 
of the consuming public than to technicalities in- 
troduced by alleged violators in an effort to 
escape their full obligation under the law .. .” 
From the annual report of the Food and Drug 
Administration for the fiscal year 1946. 
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fool The Seizure Section 
etl of the 
Federal Food, Drug, and Cosmetic Act 


VincENT A. KLEINFELD . . . Head, Trade and Consumers Unit, 

Administrative Regulations Section, Criminal Division, Department of 

Justice. The views expressed in this paper are those of the writer, and 

are not intended to represent the official position of the Department 
of Justice 


HE SEIZURE SECTION! of the Federal Food, Drug, and 

Cosmetic Act is one of the more complex and less readily com- 

prehensible portions of the statute. A text could be written on 
the various problems arising out of the section, and, accordingly, a paper 
must necessarily be limited in scope. An attempt will be made, conse- 
quently, to discuss only those questions which are of major and current 
interest. 


It is important to note, as an introductory matter, that a seizure 
proceeding is an action in rem. Articles which are adulterated or mis- 
branded have been described as “‘illicit,"” “outlaws of commerce,’ and 
“contraband of interstate commerce.’ * The theory of the Act is that 
the seized article itself has violated the law and that the offense is 
attached to the article.* Thus, the continued existence of the article 
is essential to the prosecution of an appeal.‘ 


The Act provides that the procedure “shall conform, as nearly as 
may be, to the procedure in admiralty,’ except that either party may 
demand a jury trial. The process under Rule 10 of the Admiralty 


1 Section 304 (21 U. S. C. 334). 

2 Hipolite Egg Company v. United States, 220 U. S. 45, 57-58; McDermott v. State 
of Wisconsin, 228 U. S. 115, 136. 

3 United States v. 149 Gift Packages * * * etc., 52 F. Supp. 993, 994 (DCN. Y.) 

‘United States v. 3 Unlabeled 25-Pound Bags Dried Mushrooms et al., 157 F. (2d) 
722 (CCA-7). 

5 Section 304 (b) (21 U. S. C. 334 (b)). 
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Rules is by warrant of arrest (seizure)* directing the Marshal to take 
possession of the offending article. The exact stage at which a libel for 
condemnation suit will assume the characteristics of an action at law 
has not yet been authoritatively determined.” The Supreme Court 
stated, however, in connection with a quite similar provision of the Food 
and Drugs Act of 1906,° that it was intended to liken the proceedings 
to those in admiralty in so far as the seizure of the article by process 
in rem was concerned, and that the proceeding then possessed ‘‘the 
character of a law action, with trial by jury if demanded.” ® 


A proceeding under the seizure section is civil rather than criminal 
in character. The criminal provisions of the Act*® are wholly inde- 
pendent of the seizure provisions. Unlike the situation involved in 
Boyd v. United States, 116 U. S. 616, a libel for condemnation action 
has no relation to any criminal proceeding instituted under the statute. 
No provision is made under the seizure section for the enforcement 
against any person of any penalty in the nature of a punishment for a 
violation, and a proceeding under the section is consequently distin- 
guishable from a suit where the forfeiture is deemed to be a punish- 
ment inflicted upon the owner in a criminal law sense.1' The decisions 


®See United States v. 935 Cases * * * Tomato Puree, 136 F. (2d) 523, 526 (CCA-6), 
certiorari denied Ladoga Canning Co. v. United States, 320 U. S. 778. 

*In connection with whether discovery proceedings are governed by the Admiralty 
Rules or the Federal Rules of Civil Procedure, compare United States v. 720 Bottles 
* * * Plantation Pure Vanilla Extract, etc., 3 F. R. D. 466 (DC N. Y.), and United States 
v. 88 Cases * * * Bireley’s Orange Beverage, 5 F. R. D. 503 (DC N. J.). Appeals are con- 
trolled by the Federal Rules of Civil Procedure. See Rule 81 (a) (2) and the Notes of 
the Advisory Committee thereon; Four Hundred and 
Forty-Three Cans of Frozen Egg Product v. United 
States, 226 U. S. 172; Goode v. United States, 44 App. 
D. C. 162; United States v. Hudson Manufacturing Co. 
et al., 200 Fed. 956 (CCA-5); Goodwin et al. v. United 
States, 2 F. (2d) 200 (CCA-6); Sekov Corporation v. 
United States, 139 F. (2d) 197, 198 (CCA-5). Thus, the 
scope of the review of an appellate court in a seizure 
action is governed by Rule 52 (a) of the Federal Rules 
of Civil Procedure. C. C. Co. v. United States, 147 F. 
(2d) 820, 824 (CCA-5). 

§21 U.S. C. 14 (1934 ed.). 

® Four Hundred and Forty-Three Cans of Frozen Egg 
Product v. United States, 226 U. S. 172, 183. See C. J. 
Hendry Co. et al. v. Moore et al., 318 U. S. 133, 153. 

1 Sections 301, 303 (21 U. S. C. 331, 333). 

11 See Dobbins’s Distillery v. United States, 96 U. S. 
395, 399; United States v. Three Tons of Coal, 28 Fed. 
Cas. 149, 154 (DC Wis.); Kent v. United States, 157 F. 
(2d) 1 (CCA-5), certiorari denied 91 L. ed. 139. 





Vincent A. KLEINFELD 
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reveal that the Fourth Amendment to the Constitution does not apply 
to seizures made under the statute, and that libels of information are not 
required to be verified or supported by an affidavit of probable cause.” 


“At Any Time Thereafter” 


This general discussion leads into the problem of whether an article 
that is adulterated or misbranded when introduced into or while in 
interstate commerce may subsequently be seized in a home where it is 
being held for the owner's personal use. The statutory language is 
clear. Contraband articles are subject to seizure while they are “in 
interstate commerce, or at any time thereafter.’ There are no stated 
restrictions on the exercise of the authority. The power of the Federal 
government to seize and condemn adulterated or misbranded articles 
after shipment in interstate commerce was first considered by the Su- 
preme Court in Hipolite Egg Company v. United States, 220 U. S. 45, 
a case which arose under the more restrictive provision of the Food and 
Drugs Act of 1906."* In refuting the contention that the district court 
had no jurisdiction with respect to foods which, although adulterated 
while in interstate commerce, had passed out of interstate commerce 
before the proceedings were commenced, the Supreme Court pointed out 
(p. 58) the difference between legal articles of trade and “articles of 
illegitimate commerce." The practical necessities which impelled Con- 
gress to authorize seizure of illicit articles after their interstate trans- 
portation has also been recognized by the Supreme Court.’* These 
decisions do not hold that the power of Congress with respect to such 
articles is limited to providing for their seizure while they “remain 
unloaded, unsold, or in original unbroken packages.” This quoted 
restriction had been imposed by the language of the 1906 statute and 
not by the Court.’* The 1938 Act removed such restriction by author- 
izing seizure of a contraband article while in interstate commerce, “‘or 

2 United States v. 935 Cases * * * Tomato Purce, 136 F. (2d) 523, 526-527 (CCA-6), 
certiorari denied Ladoga Canning Co. v. United States, 320 U. S. 778; United States v. 
62 Packages * * * Marmola Prescription Tablets, 48 F. Supp. 878, 884 (DC Wis.), affirmed 
142 F. (2d) 107 (CCA-7), certiorari denied Raladam Company v. United States, 323 U. S. 
731. Note United States v. 75 Cases * * * Peanut Butter * * *, 146 F. (2d) 124, 127 
(CCA-4), certiorari denied 325 U. S. 856. 

3 21 U.S. C. 14 (1934 ed.). 

4% See McDermott v. State of Wisconsin, 228 U. S. 115, 133, 136; Seven Cases of 


Eckman’s Alterative v. United States, 239 U.S. 510, 516. 
1% See Hipolite Egg Company v. United States, 220 U.S. 45, 58. 
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at any time thereafter.’ '® The purpose would seem clear—to authorize 
the seizure of a contraband article after its interstate transportation has 
ceased, regardless of where the article is or whether it is “unloaded, 
unsold, or in original unbroken packages.’ ** The Congressional design 
appears to have been not only “to extend federal control in this field 
throughout the farthest reaches of the channels of interstate com- 


merce,” '® but in addition “to the furthest reaches of federal authority.” *° 


In United States v. One Article of Device Labeled Spectro-Chrome 
et al., 66 F. Supp. 754 [CCH Food Drug Cosmetic Law Reports 
§ 7022], the District Court of the United States for the District of 
Oregon dismissed a libel for condemnation action instituted against a 
device which was in the possession of its owner in his home, where it 
was being held for his personal use. The district court held, notwith- 
standing a stipulation that the article had been shipped in interstate 
commerce in a misbranded condition, that the seizure of the device from 
the claimant's home would be in derogation of his rights under the 
Fourth Amendment, and, apparently, under the Fifth Amendment to the 
Constitution. The case, which is on appeal before the United States 
Circuit Court of Appeals for the Ninth Circuit, raises important Consti- 
tutional questions. 


The Fourth Amendment does not denounce all seizures, but only 
such as are unreasonable. It is to be construed in a manner which will 


% Under the 1906 law, an article, to be subject to condemnation, had to be adulter- 
ated or misbranded at the time of seizure. In a judicial expression on this point, handed 
down early in the enforcement of the Act of 1906, it was held that a drug which was 
adulterated while being transported from one State to another but which was no longer 
adulterated at the time of seizure, was not subject to condemnation. United States v. 
Five Boxes of Asafoetida, 181 Fed. 561 (DC Pa.). Such restriction was likewise elimi- 
nated by the phrase ‘‘at any time thereafter’’ in Section 304 of the 1938 Act (21 U. S.C 
334). 

1 The scope of the broad language of the seizure section was brought to the atten- 
tion of Congress. S. 2800, Seventy-third Congress, one of the predecessors of the bill 
which was finally enacted as the Federal Food, Drug, and Cosmetic Act, contained 
substantially the same provision for seizure—‘‘while in interstate commerce or at any 
time thereafter."’ At the Senate Hearings (Hearings Before the Committee on Commerce, 
United States Senate, Seventy-third Congress, Second Session, on S. 2800), James F. 
Hoge, representing the Drug Institute of America, made the following statement (p. 395): 

“The present law permits seizure only while the article to be seized is moving in 
interstate commerce, or remains unsold or in original unbroken packages. This bill 
permits seizure while the article is in interstate commerce or ‘at any time thereafter,’ 
which, I suppose, authorize seizure of articles, which have passed out of interstate 
commerce and mingled with the general property in the various States, on the shelf 
of a retailer or in the cupboard of a citizen, if at any time it had been the subject of 
interstate commerce.”’ 

% See Walling v. Jacksonville Paper Co., 317 U. S. 564, 567. 

1” See McLeod v. Threlkeld, 319 U. S. 491, 493. 
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conserve the public interest as well as the interests and rights of the 
citizen.” It was recognized in Gouled v. United States, 255 U. S. 298, 
309, that there is a ‘‘primary right” to search and seizure which “may 
be found in the interest which the public or the complainant may have 
in the property to be seized, * * ™* or when a valid exercise of 
the police power renders possession by the accused unlawful and pro- 
vides that it may be taken.” Most of the relevant decisions deal with, 
and condemn, the attempted use as evidence in a criminal case of docu- 
ments or contraband articles illegally taken from the premises of the 
accused.”* 


However, it does not appear that the Fourth Amendment was 
designed to provide a refuge for the protection of articles of contra- 
band. A distinction is always made between a situation where “the 
government is entitled to the possession of the property” and a situation 
where it is not.** Clearly, it is the design of the Federal Food, Drug, 
and Cosmetic Act to place misbranded or adulterated food, drugs, 
devices, and cosmetics in the same category as stolen goods, counterfeit 
coin, lottery tickets, and illicit liquor.** It would seem that by providing 
for their seizure and forfeiture at any time or place, as an appropriate 
means of enforcement, the Act is declaring that the government's right 
to their possession is superior to that of any person, including their 
owner. The fact that an illicit article may be found in a private dwelling 
does not change its character or the nature of the proceeding. It would 
appear that the Fourth Amendment is designed to guard only against 
arbitrary and unreasonable seizures which invade rights in legitimate 
property,** and not to convey to a contraband article an immunity from 
seizure. 


The problem remains as to whether the application of the seizure 
section to misbranded or adulterated articles in a person’s home, where 


» Carroll et al. v. United States, 267 U. S. 132, 147, 149. 

1 Note Gouled v. United States, supra; Amos v. United States, 255 U. S. 313; 
Agnello et al. v. United States, 269 U. S. 20. 

22 Boyd v. United States, 116 U. S. 616, 623. See Davis v. United States, 66 Sup. 
Ct. 1256. 

23 See Note 2, supra. 

* Even a concededly illegal seizure of contraband does not prevent its condemnation 
and forfeiture. United States v. One Studebaker Seven-Passenger Sedan, 4 F. (2d) 534 
(CCA-9); United States v. Eight Boxes * * * Merchandise, 105 F. (2d) 896 (CCA-2); 
Dodge v. United States, 272 U. S. 530. It has been held that the rule is the same even 
though the article was seized from a home without a search warrant. See Bourke v. 
United States, 44 F. (2d) 371 (CCA-6). 
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they are being held for his own use, is in contravention of the Fifth 
Amendment. The doctrine has been continually reaffirmed that, within 
its recognized authority, Congress may adopt such measures, having 
reasonable relation to the end sought, as it may deem necessary to make 
its action effective.2* The Fifth Amendment imposes no greater limita- 
tion upon the national power than the Fourteenth Amendment on state 


power.*° 


The Supreme Court has held that, although the use of property is 
normally a matter of private and not public concern, property rights are 
not absolute, for “Equally fundamental with the private right is that 
of the public to regulate it in the common interest.” ** In considering 
the limitations on the police power of the states or the power over inter- 
state commerce of the Federal government, it is well-settled that ques- 
tions of policy and expediency are for legislative determination, which 
will not be disturbed unless the regulation has no relation to the end for 
which the power is exercised.*® 


It is clear that, consistent with the due process clause, the Federal 
government may forbid the shipment in interstate commerce of adul- 
terated and misbranded articles and direct their seizure thereafter any- 
where within its jurisdiction. A person in possession of contraband 
has no vested right to the protection of his possession of the illegal 
product against the sovereign. Such property is always rightfully sub- 
ject to seizure on behalf of the government.”® As already stated, the 
law draws a forceful distinction between illicit articles and things which 
may legally be owned and held. 


It may be maintained that the seizure of a misbranded drug or 
device will interfere with the right of an individual to select his own 
manner and means of treatment. But a ban on the transportation itself 
constitutes an interference. In both instances, however, the interfer- 


% McCulloch v. State of Maryland et al., 17 U. S. 316; United States v. Wrightwood 
Dairy Co., 315 U. S. 110, 119; United States v. Darby, 312 U. S. 100, 118-119. 

2 Hamilton v. Kentucky Distilleries € Warehouse Company, 251 U. S. 146, 

%t Nebbia v. New York, 291 U. S. 502, §23-525. 

28 Carolene Products Co. et al. v. United States, 323 U. S. 18, 29-32; Otis v. Parker, 
187 U. S. 606, 609; Purity Extract and Tonic Company v. Lynch, 226 U. S. 192, 201-202; 
James Everard’s Breweries v. Day, 265 U.S. 545, 560, 562-563. 

*® Milam et al. v. United States, 296 Fed. 629, 631 (CCA-4), certiorari denied 265 
U. S. 586; United States v. McBride, 287 Fed. 214, 217-218 (DC Ala.), affirmed 284 Fed. 
416 (CCA-5), certiorari denied 261 U. S. 614. See Dodge v. United States, 272 U. S. 
530, 532; Sligh v. Kirkwood, 237 U. S. 52, 59-60; Ziffrin, Inc. v. Reeves * * * et al., 308 
U. S. 132, 138-140. 


156. 
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ence would seem to be incidental. Acts, innocent or not in themselves 
subject to regulation, are often restricted as an incidental result of the 
legislative choice of appropriate means to make the regulation effective.*° 
Admittedly, the seizure of any illicit food, drug, device, or cosmetic 
restricts the rights of all those who would choose to use the article, but 
this fact is not a valid objection. The liberty safeguarded under the 
Constitution is not an absolute or uncontrollable one. “* * * the 
liberty safeguarded is liberty in a social organization which requires 
the protection of law against the evils which menace the health, safety, 
morals and welfare of the people.” ** 


Opposed to these considerations are those adverted to by Judge 
McColloch in his opinion in United States v. One Article of Device 
Labeled Spectro-Chrome et al., supra: ‘“* * ™* does the case consti- 
tute an exception to the general rule, that the citizen's home is his castle, 
the security of which he may defend against all trespass? The govern- 
ment has a heavy burden to establish the exception.’ ** Is the case 
“nothing more than a well intentioned effort by high-minded and 
zealous officials to protect a man from what they deem to be folly, to 
the extent of following him into his home and family and there divesting 
him of property"? * -This, Judge McColloch said, could not be done. 
Does the situation involve ‘the right of the individual to select his own 
manner and means of treatment’’?** This was answered affirmatively 
by Judge McColloch, who declared that “* * * I think no such 
proposition of paternal right in the field of public health has been 
advanced in modern times. At least I have been unable to find it in 
encyclopedias, treatises or law books.” ** The opinion of the United 
States Circuit Court of Appeals for the Ninth Circuit will be awaited 
with considerable interest. 


“While in Interstate Commerce” 


Another important problem which has not yet been authoritatively 
determined by the Supreme Court is the scope of the phrase “while in 
interstate commerce,” appearing in the seizure section. In United States 





*® Purity Extract and Tonic Company v. Lynch, 226 U. S. 192, 201; Clark Distilling 
Company v. Western Maryland Railway Company * * *, 242 U.S. 311, 320. 

31 West Coast Hotel Co. v. Parrish et al., 300 U. S. 379, 391. 

2 66 F. Supp. 756. 

3 66 F. Supp. 757. 

* 66 F. Supp. 758. 
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v. Phelps Dodge Mercantile Company, 157 F. (2d) 453 [CCH Food 
Drug Cosmetic Law Reports § 7023] ,°° food which had been transported 
in interstate commerce became contaminated with filth while stored by 
the interstate consignee in the original packages. The United States 
Circuit Court of Appeals for the Ninth Circuit affirmed the judgment 
of the court below dismissing the libel of information. The problems 
presented by the case are difficult ones. 


The Circuit Court of Appeals did not find it necessary to discuss 
the Constitutional question. There seems little doubt that Congress, 
under the commerce clause of the Constitution, is empowered to direct 
the condemnation of products which, after interstate shipment, become 
contaminated while in their original packages in the hands of their 
consignees. *®° Due to limitation of space, discussion will be directed 
at the more difficult problem of whether Congress, in the Federal Food, 
Drug, and Cosmetic Act, has chosen to exercise its power to regulate 
interstate commerce so as to bring such products within the purview 
of the statute. 


The statutory definition of “interstate commerce’ *’ is virtually 
coextensive with the Constitutional grant of power to Congress under 
the commerce clause.** The practical effect of this broad statutory 
definition must be determined, of course, by the language of those pro- 
visions of the Act which invoke the term as a jurisdictional basis for 
enforcement proceedings. In the seizure section the language is ‘while 
in interstate commerce.” 


It is well-settled that “There is no single concept of interstate 
commerce which can be applied to every federal statute regulating 
commerce.” *® It appears to be the view of the Supreme Court that 
each Congressional enactment regulating commerce is sui generis, and 
must be analyzed and interpreted independently of other statutes to 


% Subsequent to the preparation of this paper, the Supreme Court on February 10, 
1947, denied the government’s petition for a writ of certiorari. 

% See for example, Gibbons v. Ogden, 9 Wheat. 1, 196: United States v. Darby, 312 
U. S. 100; McDermott v. State of Wisconsin, 228 U. S. 115; Weeks v. United States, 245 
U. S. 618; Swift and Company v. United States, 196 U. S. 375; Wickard v. Filburn, 
317 U. S. 111; Baldwin v. G. A. F. Seelig, Inc., 294 U. S. 511; United States v. Great 
Atlantic and Pacific Tea Co., 92 F. (2d) 610 (CCA-2); Chicago &€ N. W. Ry. Co. v. Bolle, 
284 U. S. 74; Santa Cruz Packing Co. v. National Labor Relations Board, 303 U. S. 453; 
United States v. Wrightwood Dairy Co., 315 U.S. 110. 

*™ Section 201 (b) (21 U.S. C. 321 (b)). 

% Article I, Section 8, Clause 3. 

% McLeod v. Threlkeld, 319 U. S. 491, 495. 
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determine the extent to which Congress has chosen to exercise its power 
over commerce. The Court has refused to formulate intransigent rules, 
and has preferred to treat each case on the basis of the facts involved 
and to determine the particular question by the process of judicial 
inclusion and exclusion.*° 


The Federal Food, Drug, and Cosmetic Act does not delineate with 
certainty the scope of the language of the seizure section, and the legis- 
lative history of the statute is free of direct explanatory references.* 
Nevertheless, in attempting to ascertain the design of Congress one 
over-all factor is entirely clear—‘‘that the new legislation ‘must not 
weaken the existing laws,’ but on the contrary ‘it must strengthen and 
extend that law's protection of the consumer.’ "’ *? It would seem perti- 
nent, therefore, to look to the Food and Drugs Act of 1906 to determine 
the scope of its seizure section.” 


The seizure section of the 1906 statute appears to have provided 
for the condemnation of products which were adulterated or misbranded 
when transported interstate and remained “‘unloaded, unsold, or in orig- 
inal unbroken packages,” or which became adulterated or misbranded 
after interstate shipment while ‘‘unloaded, unsold, or in original un- 
broken packages.” From the enactment of the 1906 law, it was the 
position of the Department of Agriculture, which was charged with the 
administration of the statute, that Federal jurisdiction did not attach 
unless the article was being transported interstate or had been so trans- 
ported; but that the element of transportation was independent of the 
element of adulteration. 


Under this construction of the 1906 statute, many hundreds of 
default decrees of condemnation were entered by the courts with respect 
to goods which were adulterated in their original packages at the time 
of seizure and probably became adulterated after interstate movement. 


”“ Note A. B. Kirschbaum Co. v. Walling, 316 U.S. 517, 520, 523. 

*t See, however, Hearing Before a Subcommittee of the Committee on Interstate and 
Foreign Commerce, House of Representatives, Seventy-fourth Congress, First Session. 
on H. R, 6906, H. R. 8805, H. R. 8941, and S. 5, p. 85. 

“ United States v. Dotterweich, 320 U. S. 277, 282. Note House of Representatives 
Report No. 2139, Seventy-fifth Congress, Third Session, p. 1; Senate Report No. 152, 
Seventy-fifth Congress, First Session, p. 1; Senate Report No. 361, Seventy-fourth Con- 
gress, First Session, pp. 1-2; Senate Report No. 493, Seventy-third Congress, Second 
Session, p. 1; House of Representatives Report No. 2755, Seventy-fourth Congress, Second 
Session, p. 3. 

#21 U.S.C. 14 (1934 ed.). 
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A clear statement of the practice of the Food and Drug Administration 
of recommending the institution of seizures in such circumstances was 
made to Congress in 1930 by Walter G. Campbell, then Chief of the 
Food and Drug Administration, at hearings before the Senate Com- 
mittee on Agriculture and Forestry, which was then considering certain 
phases of the administration of the Food and Drugs Act of 1906.** +The 
annual reports of the Food and Drug Administration were replete with 
references to this practice.*® This factor is significant, for it has been 
held repeatedly that great weight is properly to be given to the con- 
struction consistently given to a statute by the agency charged with its 
administration. *° 


It seems significant, also, that an examination of the voluminous 
hearings and debates that took place, and the numerous committee 
reports which were issued, during the five years (1933-1938) leading 
to the enactment of the Act of 1938, reveals not one suggestion of 
disapproval, by either Congress or the industries concerned, of the long- 
standing administrative practice. Yet, the legislative history of the Act 
discloses forcefully that those administrative practices which had arisen 
with respect to the Food and Drugs Act of 1906, and as to which either 
Congress or the industries concerned had any question whatever, were 
discussed and debated in detail. 


It has been maintained, therefore, that since Congress was apprised 
of this enforcement policy of the Food and Drug Administration, the 
administrative construction of the 1906 statute may be deemed to have 
had legislative approval by the enactment of the 1938 Act, designed as 
that Act was to retain and strengthen the best features of the prede- 
cessor statute. This well-established administrative practice ** would 
appear to attain particular significance in view of committee reports 
issued in connection with the passage of the 1938 Act, revealing the 


“ Hearings before the Committee on Agriculture and Forestry, United States Senate, 
Seventy-first Congress, Second Session, on Administration of Federal Food and Drugs 
Act, February 12 to June 30, 1930, pp. 369, 371, 372, 408. 

8 See Reports of the Chief of the Food and Drug Administration to the Secretary of 
Agriculture: August 29, 1931, p. 17; September 3, 1937, p. 13; and August 30, 1938, p. 10. 

“United States v. Shreveport Grain and Elevator Co., 287 U. S. 77, 84; United 
States v. Jackson, 280 U. S. 183, 193; Billings v. Truesdell, 321 U. S. 542, 552; Bowles v. 
Wheeler, 152 F. (2d) 34, 38-39 (CCA-9); United States v. American Trucking Associations, 
310 U. S. 534, 549. 

* This practice was continued after the passage of the 193g Act. See Annual Reports 
of the Federal Security Agency, Food and Drug Administration: 1941-1942, 1942-1943, 
pp. 20-21; 1944, p. 12; 1945, pp. 20-21. 
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Congressional intent to continue in effect under the seizure section of 
that Act what had theretofore been done under the seizure section of 
the 1906 statute. ** 


There are important practical considerations which must be taken 
into account. Science has not reached the point where it can state 
infallibly that a particular product became debased before or during 
an interstate shipment, rather than at destination point. For example, 
it is a well-known fact that perishable and frozen food commodities 
frequently deteriorate while in transit by means of transportation de- 
lays and breakdowns. The government cannot establish, in many 
instances, just when the deterioration actually took place. Conse- 
quently, a holding that the government must prove that the deterioration 
occurred before or during actual transportation rather than at destina- 
tion point will permit not only appreciable quantities of commodities 
that became adulterated after interstate shipment to reach the consuming 
public, but in addition large quantities of commodities that actually 
became adulterated while in transit. These considerations should not 
be minimized, particularly in view of the well-settled rule that in con- 
struing a statute considerable regard is given to the policy of the legis- 
lation as a whole, the reasons for its enactment, and its antecedent 


history.*® 


The case, however, would not appear to be one which can be re- 
solved without difficulty. The fact that the product became adulterated 
while in its original package *° would have little persuasive effect except 
for the language and administrative construction of the 1906 statute. 
The language of the seizure section of the 1938 Act could have been 
more specific in setting forth a Congressional cesign to make products 
which become adulterated after they have come to rest within a state 
subject to Federal control because they are “unloaded, unsold, or in 


# “Section 304 repeats in substance the seizure provision of the present law * * *.’" 
House of Representatives Report No. 2139, Seventy-fifth Congress, Third Session, p. 4. 
Note, also, Senate Report No. 493, Seventy-third Congress, Second Session, p. 19; Senate 
Report No. 646, Seventy-fourth Congress, First Session, p. 13; Senate Report No. 361, 
Seventy-fourth Congress, First Session, p. 29. See 77 Cong. Rec. (Part 6) 5721, 5722 (1933). 

4° See Southern Railway Co. v. United States, 222 U. S. 20, 25-26; Ozawa v. United 
States, 260 U. S. 178, 194; Bernier v. Bernier, 147 U. S. 242, 246; Rhodes v. Iowa, 170 
U. S. 412, 422. Note United States v. Dotterweich, 320 U.S. 277, 280. 

50 ‘** * * the test of the original package is not an ultimate principle. It is an 
illustration of a principle."’ Baldwin et al. v. G. A. F. Seelig, Inc., 294 U. S. 511, 526-527. 
Compare Hooven & Allison Co. v. Evatt, 324 U. S. 652, 665, 668. 
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original unbroken packages.* Congress has customarily conveyed 
its purpose to regulate intrastate activities, under and in connection 
with its exercise of the commerce power, by explicit language. ** In 
describing the range of its control, ‘““Congress is not indulging stylistic 
preferences; it is mediating between Federal and state authorities, and 
deciding what matters are to be taken over by the central government 


and what to be left to the states.” ™ 


The ultimate determination of the problems involved in the Phelps 
Dodge Mercantile Company case,** as well as those with which the 
Spectro-Chrome case is concerned, will be of importance not only from 
the viewpoint of the enforcement and administration of the Federal 
Food, Drug, and Cosmetic Act but also from the standpoint of the 


student of Constitutional law.*® 
[The End] 





51 Cf., however, United States v. Dotterweich, 320 U. S. 277, 281-282. And see Senate 
Report No. 152, Seventy-fifth Congress, First Session, p. 2: ‘‘The bill has been made 
shorter and less verbose than previous bills. That has been done without deleting any 
effective provisions.”’ 

8: Federal Trade Commission v. Bunte Brothers, Inc., 312 U. S. 349, 351. See 
A. B. Kirschbaum Co. v. Walling, 316 U. S. 517, 521-522; Higgins v. Carr Brothers 
Company, 317 U. S. 572, 574; Walling v. Jacksonville Paper Company, 317 U. S. 564, 
570-571; Arthur H. Stoike v. First National Bank of the City of New York, 290 N. Y. 
195, 202, 48 N. E. (2d) 482, 485, certiorari denied 320 U. S. 762. 

53 Polish National Alliance v. National Labor Relations Board, 322 U. S. 643, 647. 

% Subsequent to the preparation of this paper, the Supreme Court on February 10, 
1947, denied the government's petition for a writ of certiorari. 

8% Another Constitutional law problem, involving the scope of Section 301 (k) of the 
Act (21 U. S. C. 331 (k)) and its application to the over-the-counter sale by a retail 
druggist, without a doctor’s prescription, of a drug bearing the ‘‘prescription legend,” 
will shortly come before the United States Circuit Court of Appeals for the Fifth Circuit 
in Jordan James Sullivan v. United States. The case is an appeal from a conviction 
in the District Court of the United States for the Middle District of Georgia. See 
67 F. Supp. 192 [CCH Food Drug Cosmetic Law Reports { 7014]. 

There is currently pending, before the Supreme Court, United States v. Michael 
Walsh, trading as Kelp Laboratories [CCH Food Drug Cosmetic Law Reports { 7028], 
which involves the construction of Section 301 (h) of the Act (21 U. S. C. 331 (h)). The 
ease is concerned with the question whether the giving of a false guaranty is a criminal 
offense under the section where, although the recipient of the guaranty is engaged in 
introducing quantities of the guaranteed product into interstate commerce, the particular 
consignment in respect of which the guaranty was false is not shown to have been 


shipped interstate. 
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THE HAZARDS 


of Food Identity Standards 


J. THOMAS SCHNEIDER, 


Secretary and General Counsel, Standard Brands Incorporated 


include in the Food and Drug Act of 1906 * a provision authorizing 

the establishment of legal standards of identity for foods was one 
of the conspicuous defects in the Act and severely handicapped the 
effective operation of the Act in maintaining the integrity of food 
products. 


Section 7 of the Food and Drug Act of 1906 provided that a food 
shall be deemed to be adulterated: First, if any substance has been 
mixed and packed with it so as to reduce or lower or injuriously affect 
its qualities or strength; Second, if any substance has been substi- 
tuted wholly or in part for the article; and Third, if any valuable 
constituent of the article has been wholly or in part abstracted. Since 
it is impossible, without reference to some definition or standard, to 
determine whether a food is adulterated, the Food and Drug Adminis- 
trator issued standards of identity which were used as a guide to the 
officials charged with the duty of enforcing the Food and Drug Act. 
The standards of identity issued, not being authorized by the Act, did 
not have the force and effect of law. In the case of contest, the defend- 
ant could urge a different definition or standard, and the Court was not 


|: WAS EARLY RECOGNIZED that the failure of Congress to 


Presented at the Second Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association 


1 34 Stat. 768; 21 U. S. C. Section 1 et seq. 
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bound by the definition or standard fixed by the Food and Drug 
Administration. 


A second handicap to an effective enforcement of the adulteration 
section of the 1906 Act was the provision of Section 8 to the effect that 
an article of food shall not be deemed to be adulterated in the case of 
mixtures or compounds known as articles of food, under their own 
distinctive names, and not an imitation of or offered for sale under the 
distinctive name of another article. By adopting some non-descriptive 
name which might be characterized as “distinctive,” any food product, 
which would otherwise have been considered to be adulterated, could 
be sold without violating the provisions of the 1906 Act. As a result of 
this exception made in favor of products sold under a “‘distinctive name,” 
the Food and Drug Administrator was unable to stop the sale of prod- 
ucts in imitation of fruit preserves produced by adding acid and pectin 
to about 15 per cent fruit. These products were sold under distinctive 
names such as ‘“Bred-Spred.”’ Such products were manifestly debased 
foods as compared with the usual preserves made by reputable manu- 
facturers or by the housewife in the home. The Food and Drug Admin- 
istration made numerous seizures of these products but was unsuccessful 
in all cases as the courts held the distinctive names of the products ren- 
dered them immune from the adulteration and misbranding sections.* 


In addition, a type of product such as chicken and noodles could 
easily be made the subject of economies which depreciated the value of 
the food product. At one of the hearings on a proposal to amend the 
1906 Act, Mr. Walter G. Campbell, Chief of the Food and Drug Ad- 
ministration, exhibited samples of such products and pointed out that 
the expensive ingredient, chicken meat, ranged in the various samples 
from 9 to 12 2/3 per cent. Mr. Campbell stressed the fact that under 
the then existing law there was no way by which the buyer could 
purchase such products understandingly and intelligently. This situa- 
tion was pointed out as an example of what competitive pressure could 
cause manufacturers to do even though they might not wish to debase 


their food products.° 





2U. 8. v. 10 Cases “‘Bred-Spred,” 49 F. (2d) 87. Other “Bred-Spred” cases not 
reported. See also testimony of Walter G. Campbell, Senate Hearings on S. 2800, 
Seventy-third Congress, Dunn, Federal Food, Drug, and Cosmetic Act, p. 1122 et seq. 
House Hearings on S. 5, Seventy-fourth Congress, Dunn, Federal Food, Drug, and 
Cosmetic Act, p. 1235.et seq. 

3 Senate Hearings on S. 1944, Seventy-third Congress; Dunn, Federal Food, Drug, 


and Cosmetic Act, p. 1052. 
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The conditions which resulted in the economic adulteration of 
foods, notwithstanding the provisions of the Food and Drug Act of 
1906, made it clear that legislation was necessary to secure the integrity 
of foods and to protect the public against fraudulent practices of this 
nature. It seemed appropriate that a law such as the Federal food law, 
which is primarily a statute for the protection of consumers, should 
assure the integrity of food products in order to promote properly con- 
sumer confidence in foods generally. 


Enactment of Legal Definitions and Standards by 1938 Act 


In view of the foregoing, shortly after the enactment of the 1906 
Act, the Department of Agriculture began recommending an amendment 
to that Act which would provide for the establishment of legal standards 
of identity for food products. In 1923, Congress, taking cognizance 
of the chaotic condition in the butter market where butter was found 
on the market with a fat content varying from about 66 to 85 per cent, 
enacted the Butter Act which defined butter and provided a standard 
of identity therefor of not less than 80 per cent by weight of milk fat.* 
Similar situations existed in other food commodities, but it was not until 
the enactment of the Federal Food, Drug, and Cosmetic Act of 1938 
that legal definitions and standards of identity for other food products 
were authorized. 


President Roosevelt's Appeal for Food Standards 


In calling for the enactment of new legislation to implement the 
Food and Drug Act of 1906, President Franklin D. Roosevelt, in his 
letter of March 22, 1935, to the Congress, emphasized the need for 
establishing standards to protect the integrity of food products in the 
following language:° 


“The honor of the producers in a country ought to be the invariable ingredient 
of the products produced in it. The various qualities of goods require a kind of 
discrimination which is not at the command of consumers. They are likely to con- 
fuse outward appearance with inward integrity. In such a situation as has grown 
up through our rising level of living and our multiplications of goods, consumers are 
prevented from choosing intelligently and producers are handicapped in any attempt 
to maintain higher standards. Only the scientific and disinterested activity of gov- 
ernment can protect this honor of our producers and provide the possibility of dis- 
criminating choice to our consumers.” 





4 42 Stat. 1500, 21 U. S. C. Sections 6 and 321 (a). 
5 This letter is set forth in House Report 2755 on S. 5, Seventy-fourth Congress, 
Second Session, Dunn, Federal Food, Drug, and Cosmetic Act, pp. 550-51. 
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Objective Obtained in the 1938 Act 


This objective has been obtained in the 1938 Act by the elimination 
of the distinctive name proviso and the inclusion of the provision author- 
izing the establishment of standards of identity for food products, when 
in the judgment of the Secretary (now the Federal Security Administra- 
tor) such action will promote honesty and fair dealing in the interest of 
consumers. The pertinent provisions relative to definitions and stand- 
ards for food are contained in Sections 401 and 403(g) of the Act.® 


Section 401 provides in part as follows: 

“Whenever in the judgment of the Administrator such action will promote 
honesty and fair dealing in the interest of consumers, he shall promulgate regulations 
fixing and establishing for any food, under its common or usual name so far as 
practicable, a reasonable definition and standard of identity, a reasonable standard of 
quality, and/or reasonable standards of fill of container: Provided, That no definition 
and standard of identity and no standard of quality shall be established for fresh or 
dried fruits, fresh or dried vegetables, or butter, except that definitions and standards 
of identity may be established for avocadoes, cantaloupes, citrus fruits, and melons.” 


Section 403(g) seems to have been aimed specifically at such 
products as ““Bred-Spred” in that it provides that a food shall be mis- 
branded if it purports to be or is represented as a food for which a 
standard has been prescribed unless it conforms to that standard. 





By Section 701(e) the Administrator, on his own initiative or upon 
application of any industry or a substantial part of it, is required to 
hold a public hearing upon a proposal to issue, amend or repeal any 
regulation contemplated by Section 401. At the hearing ‘‘any inter- 
ested person may be heard.’” The Administrator is required to promul- 
gate by order any regulation he may issue. The order must be based 
“only on substantial evidence of record at the hearing’’ and must ‘'set 
forth as part of the order detailed findings of fact on which the order 
is based.” 


Intent of Congress as Indicated by the Record 


From the foregoing resume of the history of this legislation, it is 
readily apparent that one of the foremost purposes of the Congress in 
enacting these sections was to prevent the debasing or cheapening of 
food products under circumstances whereby their sale would constitute 





6 52 Stat. 1040; 27 U. S. C. A. Section 301 et seq. 
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a fraud upon the public by way of substitution, imitation or injury to 
health. There seems to have been no congressional intent to prohibit 
the sale of any wholesome food product from which no valuable con- 
stituent had been removed. That this was the interpretation placed on 
the language of these sections by the Congress is borne out by the 
language of the Senate Report on one of the predecessor bills leading 
to the Federal Food, Drug, and Cosmetic Act of 1938," as follows: 

“It should be noted that the operations of this provision will in no way interfere 
with the marketing of any food which is wholesome but which does not meet the 
definition and standard or for which no definition and standard has been provided; 
but if an article is sold under a name for which a definition or standard has been 
provided, it must conform to the regulation.” 





Mr. Campbell testified to a similar effect at one of the hearings as 
follows *: 


“There can be no objection to the philosophy that any article that is wholesome 
and has food value and is sold for what it is, without deception, should be permitted 
the channels of commerce.” 


and at another hearing as follows: 


“The necessity for standards of identity for food products is an economic one.” 


That this was what was foremost in the minds of the members of 
the Congress in enacting these sections further appears from the lan- 
guage in the provisions of Section 401 to the effect that standards may 
only be established when they “will promote honesty and fair dealing 
in the interest of consumers.’ In the light of the historical development 
of this enactment, there seems to be little room for doubt but that Con- 
gress used the words “honesty and fair dealing” in this section in their 
ordinary sense. This would indicate that the words were used as mean- 
ing that the promulgation of standards would be for the purpose of 
preventing consumers from being defrauded by unfair practices on the 
part of food manufacturers, such as being furnished a debased substi- 
tution or an imitation, whereby they did not get their money's worth. 
It would seem that it was only intended by this language that the 
standards of identity should fix the essential ingredients ordinarily 





7 Report No. 361 on S. 5, Seventy-fourth Congress, Dunn, Federal Food, Drug, and 
Cosmetic Act, p. 237 et seq. 

8 House Hearings on S. 5, Seventy-fourth Congress, Dunn, Federal Food, Drug, and 
Cosmetic Act, p. 1239 et seq. Senate Hearing on S. 5, Seventy-fourth Congress; Dunn, 
Federal Food, Drug, and Cosmetic Act, p. 1231. 
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expected by consumers in a food and also the minimum amount of the 
costly ingredients and the maximum amount of the cheaper ingredients. 


That the promotion of honesty and fair dealing was not intended 
to mean the promotion of the consumer's health would also seem to be 
plainly ascertainable from a study of the language of Section 401. 
Furthermore, it would seem apparent that the establishment of standards 
was not authorized merely to avoid a general confusion on the part of 
consumers nor for the purpose of educating them as to their dietary 
needs. Nowhere in the Hearings does it appear that the Congress 
considered the public's need for education relative to dietary require- 
ments as constituting a basis for the promotion of honesty and fair 
dealing. The promotion of health and the promotion of honesty and 
fair dealing may have some relationship, yet it is clear they are not the 
same thing. The sale of products such as “Bred-Spred’’ and other 
products of a similar nature while constituting unfair dealing in food 
products would not necessarily in any way adversely affect the health 
of the persons who purchased them. On the other hand, health im- 
provement would not necessarily follow from honesty and fair dealing. 


The Quaker Oats Case 


However logical, or incontrovertible, the foregoing diagnosis of the 
intention of the Congress in enacting this section may appear, the 
United States Supreme Court in the Quaker Oats case ® has interpreted 
the language of the section itself as showing a different intent in re- 
versing the Circuit Court of Appeals, Seventh Circuit, which arrived 
at the foregoing analysis of the intent of Congress. The core of the 
decision is contained in two sentences which overrule any idea that 
Section 401 should be interpreted as confined to the prevention of 
economic fraud on the public in the following language: 

“We must reject at the outset the argument earnestly pressed upon us that the 
statute does not contemplate a regulation excluding a wholesome and beneficial in- 
gredient from the definition and standard of identity of a food. The statutory purpose 
to fix a definition of identity of an article of food sold under its common or usual 
name would be defeated if producers were free to add ingredients, however wholesome, 
which are not within the definition.” 

It seems to me that those engaged in the food industry would do 
well to ponder and consider the effect of this interpretation of the law 





® Federal Security Administrator v. Quaker Oats Company, 318 U. S. 218. The 
language quoted appears at p. 232. 
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on their business. Stated broadly, it permits the Administrator to estab- 
lish standards for an article of food and to exclude therefrom wholesome 
ingredients which the manufacturer might well desire to include in the 
product. This interpretation of the law by the Supreme Court has 
removed the language “will promote honesty and fair dealing’’ from 
the realm of preventing fraud on the consumer to the realm of promoting 
the consumer's general welfare. This necessarily follows because there 
would seem to be no possibility of effecting an economic fraud on a con- 
sumer where a wholesome ingredient has been added to another whole- 
some but standardized food. 


The facts in the Quaker Oats case presented the issue—whether 
a wholesome food could be added to a standardized food—in as clear- 
cut a manner as it is likely ever to be presented. The Quaker Oats 
Company had been selling “Farina’’ with added Vitamin D for a great 
many years prior to the time that the hearing was held for the purpose 
of establishing standards of identity for various milled wheat products, 
including ‘‘Farina’’ and “Enriched Farina.”’ After the hearing had 
been concluded, the Administrator, by order, promulgated regulations 
establishing definitions and standards of identity for sixteen milled wheat 
products including “Farina” and “Enriched Farina."" These regulations 
defined ‘Farina’’ as a food prepared by grinding and bolting cleaned 
wheat, other than certain specified kinds, to a prescribed fineness with 
the bran coat and germ of the wheat berry removed to a prescribed 
extent. The regulations made no provision for the addition of any 
ingredients to ‘Farina.’ The regulations also defined ‘Enriched 
Farina” as conforming to the regulation defining “Farina” but with added 
prescribed minimum quantities of vitamin B,, riboflavin, nicotinic acid 
(or nicotinic acid amide) and iron. The regulations also provided 
that minimum quantities of vitamin D, calcium, wheat germ, or disodium 
phosphate might be added as optional ingredients of ‘Enriched Farina,” 
and required that the ingredients so added should be specified on the 
label. The Quaker Oats Company argued that the establishment of 
these standards would not promote honesty and fair dealing in that they 
would require the removal from the market of a healthful product, 
honestly labeled and advertised, which had been widely sold for almost 
ten years. They pointed out that the continued sale of such product 
could not in any way defraud the public. They also argued that it 
seemed unreasonable to think that the Congress intended to apply the 
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odious term “misbranded’’ to a food product truthfully labeled and 
admittedly wholesome and beneficial, which was in no sense a substitu- 
tion, an imitation, or injurious to health. 


However, various witnesses, including representatives of consumer 
organizations which had made special studies of the problems of food 
standardization, testified that numerous varieties and varying combina- 
tions of the added vitamin ingredients tend to confuse a large number of 
consumers who desire to purchase vitamin enriched wheat food prod- 
ucts but who lack the knowledge essential to the discriminating purchase 
of them. Such diversity, it was found, would confuse them as to the 
relative value of and need for the several nutritional elements. The 
Administrator found that any enrichment of farina less than that pro- 
vided in the standard for enriched farina would not “insure fairly com- 
plete satisfaction of dietary needs.” The Supreme Court in sustaining 
the standard held: (1) that the Administrator has statutory authority 
to adopt a standard of identity which excludes a disclosed non-deleteri- 
ous ingredient; (2) that a standard of identity designed to eliminate 
a source of confusion to purchasers will “promote honesty and fair 
dealing’ within the statutory meaning; and (3) that the general testi- 
mony of consumer organizations that consumers lack the knowledge to 
discriminate between various enriched wheat products, even when the 
ingredients are disclosed, is sufficient to support the Administrator's 
findings and that the court below should not have substituted its own 
judgment of the evidence. In view of the fact that the amount of vita- 
mins present in natural foods varies considerably, the Administrator's 
finding that consumers would be less confused by enriching foods to a 
specified standard than they would be by informative labeling seems 
inconclusive and somewhat illogical. A program of education seems to 
be the only real solution to this problem. 


Nevertheless, as a result of this interpretation of Section 401, the 
addition of a non-prescribed ingredient to a standardized food is pro- 
hibited unless the addition results in a different kind of food which may 
be sold under its own name. 


This prohibition in a standard may be enforced even though such 
action may interfere with normal methods of manufacture, may require 
the addition of unusual ingredients and the omission of what were 
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common ingredients to the particular manufacturer's standardized 
product. In addition, maximum and minimum amounts of all added 
ingredients may be set forth in the standard. 


This decision has made it impossible for anyone to secure “Farina’’ 
enriched only with Vitamin D. One may feel that his diet furnishes 
him with an adequate supply of all the other vitamins but that it does 
not supply him with enough Vitamin D. As one may enjoy “Farina,” 
he might relish tempting his appetite at breakfast with a “Farina” which 
would at the same time supplement his diet with Vitamin D. This he 
now cannot do. He must eat either plain “Farina,” which satisfies his 
taste but does not furnish him any Vitamin D, or “Enriched Farina,” 
which supplies him with other vitamins he does not want. He must 
eat what the government has decided he shall eat, irrespective of his 
wishes in the matter. This is a rather radical and far-reaching doctrine 


for our system of government. 


In passing, it might be mentioned that argument can be made to 
the effect that the “Farina” case is similar to the “Bred-Spred”’ cases in 
that “Farina” enriched with Vitamin D is an economic adulteration 
with relation to “Enriched Farina,” or in other words a debased “En- 
riched Farina.” However, for one product to constitute the debasement 
of another product in the minds of the consuming public, it seems clear 
that it would be necessary that the legitimate product shall have first 
been on the market and shall be known to the consuming public. It is 
not readily apparent how one product can be a debasement of another 
if the legitimate product is not first known to the consuming public. 
If one had no knowledge of the general characteristics of a certain 
product, he wouldn't be deceived if he were supplied with another, as 
he would have no knowledge of it. The very theory of debasement 
connotes and presupposes a product whose qualities are known. Until 
the consumer is familiar with a product as having certain specifications, 
he cannot be imposed upon by being supplied with a product which does 
not have all of these specifications, as he has no criterion by which to 
judge the value of what he is getting. Until he has such a criterion, he 
cannot be defrauded. As there was no product on the market known 
as “Enriched Farina” with any particular properties or specifications, 
such product and the specifications thereof having been first established 
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by the Federal standards,’® it seems clear that the decision was based 
on protection of the general public health rather than on protection 
against a fraudulent debasement. The confusion the Supreme Court 
thought might occur resulted from a lack of general knowledge of 
dietary requirements rather than from a lack of knowledge arising out 
of fraudulent concealment of the facts about the product. 


Quaker Oats Decision Not in Keeping with Principal Purpose of Act 


This determination of the United States Supreme Court seems to 
me to be a far cry from the principal purpose of the law as expressed in 
the wording of this section, particularly in the light of the wrongs which 
it was passed to rectify. As a result of this decision, a product nutri- 
tionally superior to plain farina, which was honestly labeled and accept- 
able to the public, was barred from interstate commerce because of an 
administrative finding. There can be no question but that laws need to 
be and should be passed to prevent sellers from defrauding consumers. 
However, to use such a law to protect the consumer against his lack of 
knowledge of dietary requirements borders on paternalism. If the Con- 
gress intended such an interpretation of the law, it seems to me that such 
design could be aptly characterized as a well-intentioned assumption by 
the lawmakers that they can protect a man from his folly—but it is 
believed they would have said so more clearly if that was their purpose. 
While in many instances there can be no objection to laws protecting 
the general public from its folly, it seems to me that in the situations 
involved here there are other interests to be considered which far out- 
weigh any such benevolent intention. And, in saying this, I hold no 
brief for the dishonest or fraudulent food processor or distributor. 


There is no limitation in the law which would prohibit extending 
this same type of standard to other food products. The only limitation 
on the extension of the power established in the law as interpreted by 
the United States Supreme Court is the discretion of the officials in the 
Federal Security Agency and in the Food and Drug Administration. 
In view of the possibilities of misuse of authority that are inherent in the 
food standard provisions of the Federal Food, Drug, and Cosmetic Act 
as so interpreted, it is fortunate indeed that the administration of this 
law is in the hands of Food and Drug Administration officials who have 





” Federal Security Administrator v. The Quaker Oats Company, supra. 
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had an excellent record for fair and reasonable enforcement of the laws. 
It is necessary that those administering these laws should have knowl- 
edge of the many problems of production, selling and advertising which 
may be affected by the establishment of food standards; they also should 
be constantly mindful of research and development in the food field and 
give such every encouragement. The present administrative policies 
have recognized these needs for the most part. It is earnestly hoped 
that this broad grant of authority will continue to be wisely used. 


The Food Industry Is Reluctant to Seek Legislative Redress 


It could be argued, with some force, that, in view of the final judicial 
interpretation of the law, Congress should be petitioned to amend the 
food standard provisions of the Federal Food, Drug, and Cosmetic Act 
so as to limit the promulgation of standards to those cases where eco- 
nomic fraud has been perpetrated upon the public. There is, however, 
an understandable reluctance on the part of the food industry to seek 
legislative redress, because any such step might be interpreted as an 
attack on food standards in general. It would be a delicate job for 
expert public relations men to convince the average consumer that the 
proposed amendment was not an attack against the basic and accepted 
principle of food standards designed to protect the public from dishon- 
esty and fraud. Inherent dangers and possibilities of misuse of authority 
in the future are not, I believe, sufficient to induce the food industry 
to exert its efforts in favor of explicit legislative restrictions on the Ad- 
ministrator. If the food industry should be stirred into action, it prob- 
ably would still be necessary to arouse public opinion, and this would 
require repeated and conspicuous abuses of administrative discretion by 
the Administrator. Thomas Jefferson, in the Declaration of Independ- 
ence, aptly observed that ‘‘mankind are more disposed to suffer while 
evils are sufferable, than to right themselves by abolishing the forms to 
which they are accustomed.” 


Misuse of Authority Would Discourage Progress 


In addition to the possibilities of misuse of authority, this law as it 
now stands may well act as a discouragement to progress and discovery 
by tending to freeze industry at the point it has reached by its profi- 
ciency. This is true no matter how cooperative the officials of the 
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Administration may be in arranging for and in expediting the holding 
of hearings. In the first place, once a product has been standardized, 
a great deal of the incentive for improvement has been removed, as all 
standardized products may not deviate from the standard and would 
therefore have to be substantially identical. The seller can feel safe 
in the knowledge that no competitor can get ahead of him. In the second 
place, if despite this an improvement is made, the discoverer faces new 
difficulties. 


Suppose a food manufacturer after long years of research and many 
trials and errors finally discovers an ingredient which may be used 
advantageously in a standardized product. Before he can use this 
ingredient in the standardized product, this manufacturer has to go 
to Washington and secure a public hearing before a hearing officer 
appointed by the Federal Security Agency, as once standards have been 
set they cannot be changed, no matter how advantageous such change 
may be to the general consuming public, until such change has been 
considered at a public hearing and the Administrator has amended the 
standard. In order to establish that the use of this ingredient ‘‘will 
promote honesty and fair dealing in the interest of consumers,” he will 
have to disclose exactly what this new ingredient is and show the reason 
why its use will improve the standardized product. If he can establish 
that the ingredient is really as good as he thinks it is, and the standards 
are modified to permit its use, then all of his competitors may also use 
the ingredient and will thereby reap the benefits of his research, unless 
the ingredient or the process of incorporating it in the standardized 
product is the subject of a patent. If the ingredient or the process of 
incorporating it in the product should be patentable, a new question 
would be raised which has not as yet been answered. Would it pro- 
mote honesty and fair dealing in the interest of consumers to permit 
a patented ingredient or process to be used in a standardized food 
product unless all suppliers are licensed under the patent? In any event 
it would seem that a person would be rash indeed to spend his time 
and money trying to make a better product if he has to tell all about 
his discoveries at a public hearing. Who wants to sponsor research if 
its results cannot be used without holding a public hearing and telling 
all about them? 
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Suppose on the other hand the manufacturer who makes this dis- 
covery is unable to convince the hearing officer that the use of his 
ingredient in the standardized product “will promote honesty and fair 
dealing in the interest of consumers.” As a result of this outcome of 
the hearing, the manufacturer has not only wasted time and money in 
making his discovery, he has now been prevented from making com- 
mercial use of it by reason of the adoption of Federal standards which 
exclude it. As a result of this determination, the manufacturer is pre- 
vented from putting his product on the market and never has an oppor- 
tunity to learn whether or not the product would have been acceptable 
to the consuming public. The opportunity of trial and error in the 
market place is given other manufacturers of new products, but this 
opportunity is taken away from a food manufacturer in the event he 
cannot show that his ingredient should be included in a standardized 
food product. It seems illogical that the food industry should not be 
permitted this same opportunity that the others have to develop new 
products and new ingredients for use in their products. 


More Standards Will Be Set Up in the Future 


Over thirty foods have been standardized since this law went into 
effect (not counting the various types provided for under a general 
classification such as flour). Since all this was done during a period 
when the country was at war more than half the time, it seems likely 
that we may expect many more standards to be set up in the near future. 
The trend seems to be in that direction. If this trend is maintained, 
standards may be expected to affect more and more manufacturers 


with each passing day. 


No matter whether this trend is continued or not, it may be hoped 
that the Administrator will limit definitions and standards of identity 
to basic food staples which lend themselves to definition and standards 
of identity. Many products do not readily lend themselves to stand- 
ardization. In view of this, it is submitted that the Administrator should 
refrain from establishing definitions and standards of identity where 
they would be of doubtful value, and where no general public benefit 
would result. In the light of the foregoing, it is extremely doubtful if 
any general public benefit results from the establishment of a standard 
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unless it is needed in order to prevent the perpetration of an economic 
fraud and deceit upon the public. 


It is also suggested that the Administrator might give consideration 
to reviewing the various standards that have already been established 
to determine in his own mind whether they still seem, upon retrospec- 
tion, to serve the purpose for which they were intended, or whether they 
only serve to place unreasonable restrictions upon manufacturers. 


In addition, serious consideration should be given by the Adminis- 
trator to the salutary function which would be served by the holding of 
informal preliminary hearings in connection with any food product 
under consideration, to determine whether or not it is in the public 
interest to standardize that food. Such an informal hearing would serve 
two purposes: First, it would give the food industry an opportunity to 
present evidence on the question of whether the establishment of a 
standard for that food product would promote honesty and fair dealing 
in the interest of consumers; and Second, it would give interested parties 
additional time in which to begin the gathering of data for the subsequent 
food hearing if the Administrator determines at the preliminary hearing 
that a standard for such food should be established. [The End] 





FAIRNESS 10 INDUSTRY 


“... Certainly, the government is the proper 
agency to surround the public with the safe- 
guards that are necessary in order to prevent 
adulterated and misbranded food, but this Court 
believes that any regulation passed in further- 
ance of the basic principles exceeds the legiti- 
mate bounds of administrative regulation if it 
does not operate fairly and reasonably with 
respect to the producers or distributors of the 
articles involved as well as with respect to 
the consumer public. .. .” United States v. 
Lord-Mott Co., Inc. (1944), 57 F. Supp. 128. 
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A SIGNIFICANT ASPECT 


and Of Drug Law Enforcement 


Annual 
Meeting 


JAmMEs F. Hoce . . . General Counsel for the Pro- 
prietary Association of America 


enactment in June, 1938, of the Federal Food, Drug, and Cos- 

metic Act, has made clear that the law is no respecter of persons, 
products or systems of distribution—that it is not a party to professional 
considerations, to partisan interests, to trade distinctions, or to philo- 
sophical differences. And because it is not, it has wrought basic changes 
in all of them to the extent of transformation. 


FH, ccsctneat in Jun of the drug law as it has unfolded since the 


Changes Wrought by the Federal Food, Drug, and Cosmetic Act 


Such changes were first noticeable among medicines advertised and 
sold to the public. The law worked radical changes in the composition, 
labeling and advertising of many of them. It accomplished the demise 
of some of them. It worked ultimate good for them as a class. And 
because it did, those products now have a larger place in the scheme of 
things. The salutary statement in the Congressional Report which ac- 
companied the bill as it was enacted, has attained a fullness of meaning 
and a readiness of understanding that was not appreciated at the time: 





Presented at the Second Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association 


A Significant Aspect of Drug Law Enforcement Page 47 








“The bill is not intended to restrict in any way the availability of drugs for 
self-medication. On the contrary, it is intended to make self-medication safer and 


more effective.’ ? 


Advancing more slowly but none the less definitely, and acquiring 
as it advanced a compensating momentum, the effect of the law on 
medicines not advertised to the public—those frequently referred to as 
“ethical’’—has been even more pronounced. The effect upon them is 
closely related to the significant aspect of the enforcement of the drug 
law which is the subject of this paper. Put another way, the significant 
aspect is that under such enforcement old lines of division and marks 
of distinction have been wiped out. New ones—and fewer—have been 
set up. Actually, there are now just two—prescription and over-the- 
counter.’ 

Prescription and Over-the-Counter Drugs 


Prescription drugs are those to be used only on the prescription of 
the physician. They must be so labeled. And they must not be so 
labeled if they are capable of safe and effective use by the consumer. 
The regulation which states the requirement limits it by restricting the 
so-called “‘prescription legend’’ to a drug or therapeutic device which 
“because of its toxicity or other potentiality for harmful effect or the method of its 
use or the collateral measures necessary to its use, is not generally recognized among 
experts qualified by scientific training and experience to evaluate its safety and 
efficacy, as safe and efficacious for use except by or under the supervision of a 
physician, dentist or veterinarian.” * 

Over-the-counter drugs are those for which adequate directions for use 
may be provided; and if they may be, then they must. 


In the shaping of these lines, many products have changed classes. 
Some which were nominally (but not always actually) prescription have 
become in name, as well as in practice, over-the-counter. And some 
which were restricted by labeling to prescription have undergone a relaxa- 
tion of the restriction because they are capable of adequate directions. 


Many products have changed character. More accurately, perhaps, 
their nomenclature has changed. There are “‘official’’ products. They 


1 House of Representatives Report No. 2139, Seventy-fifth Congress, (Third Session, 
1938). 

2 Perhaps there is another class, i. e., crude drugs or drugs and chemicals generally 
used in the manufacture of medicines and other drug products. 

3 Regulations, Section 502(f)(1), [CCH Food Drug Cosmetic Law teports { 4046.02]. 
promulgated October 9, 1944, effective October 10, 1945. 
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are the ones listed in the official compendiums and offered under the 
listed names with, or without, the aid of trade-marks. “Pharmaceutical 
specialties,”’ “‘ethical specialties” or ‘‘proprietary items’ are more or less 
meaningless terms—except as they may be dress-up language. And the 
old familiar ‘patent medicine,” much maligned, justly and unjustly, is 
fading away.* Long a misnomer, it is now confusingly inept, as the 
few and infrequent drug patents of modern times pertain more to pre- 
scription items than to so-called “patent” or “‘proprietary’’ medicines. 


“Proprietary” Medicines 


And who can tie down the term “‘‘proprietary’’?*® It cuts across 
the two new basic classes and applies (1) to articles that are advertised 
solely to members of the medical profession, some of which may be used 
only on a physician's prescription, and others that can be and are used 
in self-medication, and (2) to articles that are advertised directly to 
the consumer. 


Adequate Directions for Use in the 1938 Act 


These transformations, in principal measure, have followed upon 
the enforcement of the law’s requirement of adequate directions.® 
Viewed in the light of these effects, that provision of the 1938 Act was 
the most signally significant single provision in the drug law. Perhaps 
more than any other single provision, it lights up the fundamental pur- 
pose and the pervading philosophy of the Act. 


The extent to which the effects of the enforcement of this provision 
were foreseen at the time of the enactment would vary among those who 
participated in the consideration of the Act in its formative stages. All 
must have recognized it as a substantial innovation and advance upon 
the 1906 Act. But few could have envisaged its faraway destination. 
And perhaps none could see where the exemption clause of the provision 
would lead. It is that clause which has carried the provision into its 


The National Wholesale Druggists’ Association has eliminated the words ‘‘patent 
medicine’’ from its listings. 

5 Definition adopted by Council] on Pharmacy and Chemistry of the American Medical 
Association: ‘“The term ‘proprietary article’, in this place, shall mean any chemical, drug 
or similar preparation used in the treatment of diseases, if such article is protected 
against free competition, as to name, product, composition or process of manufacture, by 
secrecy, patent, copyright, or by any other means.’’ New and Nonofficial Remedies, 1946. 


* Section 502(f)(1). 
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most transforming offices. That is the significant aspect of drug law 
enforcement which is the subject of this paper. 


Section 502(f)(1) defines a drug as misbranded unless its label- 
ing bears “‘adequate directions for use.’ To that there is a proviso. 
If the requirement, ‘‘as applied to any drug or device, is not necessary 
for the protection of the public health, the Administrator shall promul- 
gate regulations exempting such drug or device from such requirement.” 


Regulations * promulgated pursuant to the proviso exempt drugs 
and devices: (1) with respect to directions for common uses, adequate 
directions for which are known by the ordinary individual; (2) if the 
label bears the statement, “For manufacturing use only” and the ship- 
ment or delivery is made for use exclusively in the manufacture of 
another drug or device; and (3) if the label bears the statement: 
““Caution: To be dispensed only by or on the prescription of a , or 
‘Caution: To be dispensed only by or on the prescription of a , or other- 


wise used only for manufacturing purposes, the blank being filled in with one or 
more of the words ‘physician,’ ‘dentist,’ and ‘veterinarian,’ as the case may be.” 


General Rule of the 1938 Act 


So the general rule of the 1938 statute is that all drugs and thera- 
peutic devices shall bear labeling which provides the consumer with 
adequate directions for use. But, ‘No rule is so general, which admits 
not some exception.” * Or, as it is usually stated, the exception proves 
the rule. That oft-repeated adage is a significant aspect of the enforce- 
ment of the drug law. 


The rule being as stated, all drugs are misbranded unless their 
labeling contains “adequate directions for use.” A drug may be re- 
moved from the operation of the rule solely by exemption authorized 
by the Act. Immunity is conditioned upon the terms of the exemption 
and continues only so long as the terms are complied with. The law 
does not state the terms. It authorizes the formulation of them by 
regulations. Therefore, considering their exemptible character, such 
regulations have wide range in establishing the conditions of the 
exemption. 





1 CCH Food Drug Cosmetic Law Reports § 4046.02. 
5’ Robert Burton, Anatomy of Melancholy. 
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The regulations, in effect, provide, in the words of the statutory 
proviso, that the requirement for adequate directions “is not necessary 
for the protection of the public health” in the three contingencies already 
stated. And the use of the prescription label is restricted to drugs 
which are not safe and efficacious for use except under the supervision 
of a physician, dentist or veterinarian. Also, the exemption expires 
when these conditions are broken and the drug then immediately and 
automatically becomes misbranded. 


The Sullivan Case 


The full import of this significant aspect is seen in the recent Sulli- 
van case.® A bottle containing 1,000 sulfathiazole tablets was shipped 
in interstate commerce from Chicago to Atlanta where a distributor 
thereafter sold it to Sullivan, a retail pharmacist in Columbus, Georgia. 
In its interstate shipment, the bottle was properly labeled under the 
regulations '° exempting a drug from the requirement for adequate direc- 
tions. It was labeled for use only by or on prescription. Its labeling 
also contained a warning with respect to the likelihood of the drug 
causing toxic reactions in some individuals. 


From the bottle, Sullivan made two sales, over the counter, of 
twelve tablets each, which he placed in boxes under labels which bore 
only the name of the drug, spelled ‘“Sulfathiazal” on one box and 
“Sulfathiazole’” on the other. The government filed an information 
against him charging that the drug as repacked and sold did not bear 
adequate directions for use as required by Section 502(f)(1) of the 
Act and warnings as required by Section 502(f)(2), and that the 
removal, repacking and disposing was an act done while the article was 
held for sale after shipment in interstate commerce which resulted in the 
tablets being misbranded, and constituted a violation of Section 301(k).™ 


® United States v. Jordan James Sullivan, an individual trading as Sullivan’s Pharmacy 
(DC Ga.); decision on defendant's motion to dismiss, June 19, 1946, reported 67 F. Supp. 
192 [CCH Food Drug Cosmetic Law Reports § 7014). 

%” Those in effect prior to the amended regulations which became effective October 10, 
1945. 

1 “Section 301. The following acts and the causing thereof are hereby prohibited: 
* * * (k) The alteration, mutilation, destruction, obliteration, or removal of the whole or 
any part of the labeling of, or the doing of any other act with respect to, a food, drug, 
device, or cosmetic, if such act is done while such article is held for sale after shipment 
in interstate commerce and results in such article being misbranded."’ 
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The defendant filed a motion to dismiss in which he attacked the 
constitutionality of Section 301(k) and urged that it was not applicable 
to the conduct charged as violations. After a hearing, the District 
Court denied the motion and filed a comprehensive, carefully considered 
opinion setting forth its conclusions. Thereafter, on the trial, the de- 
fendant was found guilty, fined $200, and placed on probation for two 
years. The defendant has appealed and the case is now in the Circuit 
Court of Appeals for the Fifth Circuit. 


If the decision of the District Court is upheld and its reasoning fol- 
lowed by the higher courts, it will become clear, in a definitive degree, 
that the Federal authority extends far enough to control the labels on 
goods being offered for sale to consumers after shipment in interstate 
commerce. The Sullivan case will have served to apply and extend to 
its logical conclusion the principle of McDermott v. Wisconsin, 228 
U. S. 115, decided by the Supreme Court of the United States in 1913. 


The McDermott Case 


In that case, an interstate shipment of canned syrup was made 
directly to McDermott, a dealer. The sale was from without the state 
and the sale by McDermott was the first sale within the state. In this 
respect, that case differed from the Sullivan case in that in the latter the 
sulfathiazole was shipped by the Chicago manufacturer to an Atlanta 
distributor and the bottle from which Sullivan did the repacking was 
sold to him by the distributor within the state. 


In the McDermott case, the State of Wisconsin charged a violation 
of a state statute with respect to labeling, compliance with which would 
have necessitated the removal of the label under which interstate ship- 
ment of the cans of syrup had been consummated, and the substitution 
of a new label which conformed to the state's requirements. 


The cans were labeled in accordance with the Federal Food and 
Drugs Act, of 1906, and the Court held that the effect of the Wisconsin 


statute was to 
“discredit and burden legitimate Federal regulations of interstate commerce, to destroy 
rights arising out of the Federal statute which have accrued both to the government 
and the shipper, and to impair the effect of a Federal law which has been enacted 
under the Constitutional power of Congress over the subject.” ” 





2 228 U. S. 115, 133-134. 
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The McDermott case has been a landmark on the course of Federal 
authority generally and food and drug regulation particularly. The 
Sullivan case relied on it and on the proposition, supported by it, that 
in the enactment of the 1938 Act, Congress intended to exercise its 
full power. The legislative history of the Act furnishes further support. 
It was expressed in House of Representatives Report No. 2139, 75th 
Congress (2d Sess. 1938), submitted by the Committee on Interstate 
and Foreign Commerce to accompany S. 5, which became the 1938 Act. 
With respect to Section 301 (k), the Report said: 

“In order to extend the protection of consumers contemplated by the law to the 


full extent constitutionally possible, paragraph (k) has been inserted prohibiting the 
changing of labels so as to misbrand articles held for sale after interstate shipment.” 


Manifestations of the Legislative Intent 


The legislative design to extend the Federal authority to its full 
extent and to control the labels on goods being offered for sale to con- 
sumers is borne out by other provisions of the statute. The Act penal- 
izes the refusal to permit access to or copying of records in interstate 
shipment as required by Section 703; the refusal to permit factory in- 
spection as authorized by Section 704; the giving of a false guarantee; 
the forging, counterfeiting, simulating or falsely representing, or with- 
out proper authority using any mark, stamp, tag, label or other identifi- 
cation device required by certain regulations promulgated under the 
statute; the using of any representation in labeling or advertising that 
an application with respect to the drug is effective under the new drug 
section.** 


Possible Effect of the Sullivan Case 


If the holding in the Sullivan case is upheld, it should be determi- 
native of numerous questions of jurisdiction between the Federal gov- 
ernment and the state and local authorities with relation to drugs which 
are shipped in interstate commerce. Under the language of the Court's 
opinion, a law, regulation or ordinance of a state or local government 
which conflicts with the labeling requirements of the Federal Act would 
be invalid if it has reference to goods which are offered for sale after 
they have been shipped in interstate commerce. And that would seem 
to be so even if the product may have been sold several times in intra- 





18 Section 301 (c), (e), (f), (h), (i) (). 
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state commerce after completion of interstate shipment. The Court 
said: 

“It is apparent that Congress intended to preserve the integrity of the labeling 
of an article that had been shipped in interstate commerce until it reached the con- 
sumer, even though the article was no longer in interstate commerce.’ “ 

While this would not prevent labeling requirements in addition to 
those imposed by the Federal authority,’® it definitely would prevent a 
state or municipality from imposing burdens under the guise of exer- 
cising its police power. It would invalidate legislation of the kind which 
destroys rights arising out of the Federal statutes and impairs the effect 
of a Federal law enacted under the constitutional power of Congress 
over the subject. 


This principle may be given an inverse application as respects 
restriction by state laws or municipal ordinances upon drugs unrestricted 
by Federal regulation. State and local laws are proposed, and some- 
times enacted, with respect to various restrictions pertaining to compo- 
sition, labeling, place of sale, manner of sale, classification and qualifica- 
tions of sales people. Sometimes these proposals appear in pharmacy 
acts; sometimes in state food and drug acts. 


In 1945, for example, the Board of Health of the City of New York 
amended the Sanitary Code to restrict to sale on prescription all articles 
containing sulfonamides,’* notwithstanding, that under the Federal regu- 
lations in effect at the time, certain articles containing sulfonamides for 
external use not only were permitted but required to be labeled with 
adequate directions and so available for sale over the counter. 


The Federal Act and the regulations lawfully thereunder represent 
the means selected by Congress for the protection of the consumer. 
It is the ultimate user of the drug that Congress sought to protect. As 
stated in LInited States v. Two bags . . . Poppy Seeds: “ 

“From its inception, to its last amendment, the Pure Food and Drugs Act was 


not designed primarily for the protection of merchants and traders; but was intended 
to protect the consuming public.” 


467 F. Supp. 192, 198 [CCH Federal Food Drug Cosmetic Law Reports { 7014]. 
15 Savage v. Jones (1912) 225 U.S. 501. 
% The Board of Health of New York City, on Tuesday, June 12, 1945, enacted an 


amendment to Section 118 of the Sanitary Code of the City of New York restricting the 
dispensing of any and all kinds of preparations containing sulfonamides ‘‘for interna] or 
external use’’ without a written prescription. 

17147 F. (2d) 123, 127 (CCA-6). 
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Conflicting state and city regulations constitute interference with 
the Federal scheme and impinge upon the means adopted by the Con- 
gress. The full impact of this principle on state and local laws which 
restrict, where the Federal releases, will come later in a case on the 
precise point. In the meanwhile, the Sullivan case, if upheld, affords 
stirring intimations. A significant sentence in the Court's opinion is as 
applicable on the side of free sale as it is on the side of restricted sale. 
Said the Court: 


“The ‘prescription legend’ is not a substitute for adequate directions for use.” 


[The End] 


18 


VIOLATIVE SALES OF PRESCRIPTION DRUGS 


“The percentage of retail drug stores that 
sell without prescription drugs which the label 
restricts to prescription use only is comparatively 
small. Prosecution cases were brought against 
14 individuals in 1946, however, for the sale of 
sulfonamides, thyroid preparations, and particu- 
larly the barbiturate drugs across the counter 
to laymen without prescription, under circum- 
stances where the public interest and the health 
of the consumer were seriously jeopardized. 
Some cases are still pending, but many have been 
terminated by pleas of guilty or nolo contendere 
and the imposition of penalties. One case only 
has been contested on the ground that the drugs 
were not in interstate commerce at the time of 
sale and were beyond the power of Congress to 
regulate. ..."° Excerpt from the annual report 
of the Food and Drug Administration for the 
fiscal year 1946. 





1867 F. Supp. 192, 199. 
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CONSIDERATIONS 


on the Operation of Cosmetic Law 


Hugo Mock 


Counsel for the Toilet Goods Association 





facture and sale of cosmetics only since the year 1938, we can 

probably look at the subject with a little more detachment than 
would be the case in discussing foods or drugs. However, the history 
of legal regulation, whether it be foods, drugs or cosmetics, seems to 
follow a familiar pattern. 


S i the Federal government has chosen to regulate the manu- 


First, there are loud outcries from the industry which is to be 
regulated in opposition to such regulation, with the plea that such 
regulation will mean ruin of one kind or another. Then after consid- 
erable deliberation and amendment, the law is passed and obeyed, 
generally without the hardships anticipated, and later the industry itself 
finds that such regulation is not only helpful but almost indispensable. 


The cosmetic industry is no exception, and although the operation 
of the law has not been sensational, the need and the wisdom of such 
regulation have been well demonstrated. 


Toilet Goods Industry Prefers Supervision of Food and 
Drug Administration 


In fact, the experience of the toilet goods industry under the Fed- 
eral Food, Drug, and Cosmetic Act of 1938, in general, has been so 
favorable that, at the risk of oversimplification of the problems involved, 
I would say the toilet goods industry in general would prefer the super- 
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vision of the Food and Drug Administration to that of other Federal or 
state agencies. 


Contrast Between State and Federal Regulation 


In the first place, the toilet goods industry is a national industry, 
and except for conveniences in manufacturing and shipping, its products 
can be made anywhere. Under the stress of competition, cosmetics and 
toilet preparations have generally been manufactured in large centers of 
population such as in the states of New York, Illinois and California, 
and shipped from such centers to all states, and, therefore, for this reason 
alone, Federal supervision is desirable. 


I do not know of a single instance where it could be argued that 
state laws or regulations which differ from the Federal law regarding 
cosmetics have added any protection to the public, while they have been 
a source of embarrassment and trouble to the manufacturer. » Witness 
the registration laws of Maine and Louisiana, where, I believe, the 
revenue derived by these states does not balance the amount of trouble 
and annoyance caused the manufacturers who are forced to register 
their products and brands in these two states. It is worthwhile stating 
also that there have been a number of cases of interference or attempted 
regulation of cosmetics by individual states which have been unwise 
and have unduly interfered with the sale of the products regulated. 
State officials in some cases have taken what we consider arbitrary action 
regarding the sale of some cosmetics where the Food and Drug Admin- 
istration has not initiated any similar regulations. 


I do not wish to discuss generally the controversial question of 
hormones and their use as cosmetics, but merely point out the fact that 
West Virginia and Louisiana, both at one time, announced regulations 
banning the sale of cosmetics containing hormones without a physician's 
prescription, which, to all intents and purposes, would practically have 
abolished the sale of all cosmetics containing hormones in these particu- 
lar states. The subject is a controversial one, and the Food and Drug 
Administration with its customary care and thoroughness has, I know, 
been studying the question for years and has built up a large file on the 
subject. Furthermore, papers have been published by eminent authori- 
ties on this subject, claiming that the use of these cosmetic hormones, 
whether purchased on prescription or not, is quite harmless, but I men- 
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tion the fact as showing the contrast between state and Federal regu- 
lation in the treatment of a particular item. 


It is, of course, natural that the state would pass individual laws 
regulating the practice of beauty treatments and the sanitation of beauty 
parlors and barber shops. I hope, however, that I will not be too churlish 
in remarking that in many states no man is permitted to cut hair and 
no woman is permitted to give a manicure without an examination and a 
license, although one may run for Congress and perhaps make laws 
for the United States and the world without any preliminary tests or 
qualifications. 

It is no reflection on the capacity or the viewpoint of state food 
and drug chemists that they are not as well equipped as Washington to 
pass on possibly dangerous or illegal cosmetics. It is the Federal Food 
and Drug Administration which has the laboratory facilities to examine 
both imported and domestic products. The individual state appropria- 
tions for these departments do not permit the purchase of the necessary 
equipment and the extended examinations and analyses required. 


It has happened, in the past few years, that both imported and 
domestic cosmetics have at times been discovered which were manufac- 
tured with uncertified colors and were properly, under the law as written, 
banned. In some of these instances, especially in the case of imported 
perfumes which were not colored with certified colors, the law might be 
amended without danger to the public and with a great deal of con- 
venience to foreign producers. The amount of coloring used in a per- 
fume (where produced by a coal-tar color) is so infinitesimal that no 
possible danger to the consumer from such use may be apprehended. 
Indeed, a certain tolerance has been established for a minimum amount 
of lead, arsenic and other metals in foods, drugs and cosmetics; ‘so 
equally a similar minimum amount of coal-tar coloring might be allowed 
in a product not taken internally or even applied generally to the skin, 
without harm to the public interest. The law does not concern itself 


with trifles. 
Jurisdiction of Food and Drug Administration and 
Federal Trade Commission 
I shall refer but briefly to the Wheeler-Lea Act and the ensuing 


controversy as to whether the Food and Drug Administration or the 
Federal Trade Commission ought to have jurisdiction over the advertis- 
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ing ot foods, drugs and cosmetics. The toilet goods industry has con- 
sistently opposed this division of authority between the Federal Trade 
Commission and the Food and Drug Administration whereby one author- 
ity has jurisdiction over advertising, the other over labeling. The past 
few years have witnessed much fine spun litigatiom, more or less acri- 
monious, on the narrow division between labeling, circulars and adver- 
tising in general. This litigation would have been entirely superfluous 
if the Food and Drug Administration were to have jurisdiction of adver- 
tising of these products also. It was unwarranted fear that led to the 
transfer of this supervision in part to the Federal Trade Commission, 
and I think integrating this authority entirely in the Food and Drug 
Administration would be a progressive step. 


Exports 
Section 801(d) of the Act provides that 


“A food, drug, device, or cosmetic intended for export shall not be deemed to be 
adulterated or misbranded under this Act if it (1) accords to the specifications of the 
foreign purchaser, (2) is not in conflict with the laws of the country to which it is 
intended for export, .. .” 

This clause is justified in that it puts United States manufacturers on an 
equal footing with foreign competitors, but in view of the enormous 
increase in exports of cosmetics of United States manufacturers. it 
might be wise for American manufacturers to waive this provision and 
see that articles intended for export were just as safe to use as cosmetics 
intended for domestic consumption. That would be one way to gain 
good will for American cosmetics. The implied freedom to lower our 
standards in countries having inadequate legislation on the subject might 
best be waived. 


This can best be illustrated by two examples. The Japanese in the 
late war freely permitted traffic in narcotics in occupied countries which 
they did not permit in their homeland. Similarly, in several countries 
of Europe, the manufacture of absinthe for local consumption has been 
banned, but for many years it was lawful to continue to export the 
product, regardless of the consequences to the users. 


Suggested Change in Enforcement 


Finally, I have one suggestion as to the enforcement of the Food, 
Drug, and Cosmetic Act which applies equally to cosmetics and drugs, 
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and which I think would be of great benefit to consumers of these 
articles and to progressive manufacturers of the same. You may con- 
sider the proposed change as a somewhat radical one, but I think it is in 
line with governmental standards in other fields. I propose a change 
in the standards of performance required for drugs and cosmetics as 
shown in the labeling and advertising of these articles. I think such a 
change would be fair and reasonable and would greatly promote re- 
search and progress in these fields. You can best judge the situation 
by an analogy in a totally dissimilar field. 


The present Securities Act for the protection of the American 
investor provides very stringent rules for furnishing to all prospective 
investors full information regarding an offer to sell securities. It has 
been considered, in many quarters, a model piece of legislation by 
requiring the truth, the whole truth and nothing but the truth to be 
available to the possible investor. But nowhere have the administrators 
of the Securities Act felt called upon to substitute their judgment for 
that of the prospective customer or to tell what he should or should not 
do in the circumstances of a particular offer of securities. But in the 
labeling of cosmetics and drugs quite another standard prevails, and I 
believe it is much more stringent than need be for the protection of the 
American consumer. In these rules, truth is not the only criterion, but, 
in addition, any product offered for a particular purpose must not only 
be effective in use for a certain percentage of users, but the standard 
seems to be that it must be effective 100 per cent of the time. There are 
many products offered for the treatment of the skin and for internal 
use which may be effective in many cases but may not be specifics for 
all cases and, therefore, are not 100 per cent efficient. Some years ago, 
vitamins in toilet creams and soaps were introduced to the public, but 
due to the action and opposition of Federal authorities such use has 
been entirely discontinued. No appeal was ever taken from the decision 
of the trial tribunal, and I certainly am not in a position to question 
the Federal decision. But the manufacturers of these products had a 
great deal of scientific evidence, as the result of research on their part, 
to support the view that these products were effective in many instances. 
Naturally, the action of the authorities discouraged further attempts 
in this field. 


We are living in an era of research and discovery, and even a 
layman can predict, in the coming years, new wonders in the field of 


Page 60 Food Drug Cosmetic Law Quarterly — March, 1947 


PT a te ee 








skin research and irradiation, vitamins and hormones and phychosomatic 
medicine. It would not surprise me if the greatest advance would be 
made in so far as cosmetics for beautification are concerned in the field 
of those products which would be rated both as drugs and cosmetics. 
I am not making a plea for letting down the bars of any regulations 
necessary for the health of the consumer. Some cosmetic advertising 
in the past has transcended both good taste and probability; the copy- 
writer and illustrator has in too many instances let his imagination run 
unrestrained. But a standard of accomplishment which we do not 
expect in our physician should normally not be expected of products 
which emerge as the result of scientific research and which are honestly 
presented on their merits. 


A word of caution is necessary here. Too often, favorable results 
of research are publicized and glamorized so that the public expects 
miracles, and we are told of the forthcoming revolution in our living 
which may be expected. It has been more or less so with the vitamins, 
sulfa drugs, penicillin and other discoveries, so that we get a reaction 
following the first enthusiasm. I can better illustrate my meaning by 
an example. Dr. Roger J. Williams is a noted biochemist. He is the 
discoverer of the vitamin known as pantothenic acid. In his book The 
Human Frontier * he says: 

“With respect to the anti-gray hair properties of pantothenic acid, it seems reason- 
ably sure that it cannot be counted on to restore the color of gray hair in human beings 
in general. In some cases, however, it appears to do so, and this is in keeping with 
our knowledge of individual differences and the fact that in strains of experimental 


animals which originally are black (rats, mice, dogs, chickens), lack of the vitamin 
induces gray hair (or feathers) and replacing it in the diet restores the original color. 
* * * 


“If we discard all beneficial measures until we find one which will work for 
everyone there is an enormous waste, and our search for the one may be for some- 
thing that doesn't exist. 


* * * 


“Probably any doctor of long experience could cite, after reflection, a good many 
examples of medical discoveries which appeared highly promising at one time but 
were later completely discarded. How many of these might still be useful for some 
individuals no one knows, but it seems very likely there has been a large waste 
because of our general insistence that discoveries to be useful must be applicable to 
all individuals.” 


Let 100 per cent truth remain the criterion both in advertising and 
labeling, but honest experiment should be encouraged. It is in that 
direction that progress lies. [The End] 


* Published by Harcourt, Brace & Co. 
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LIABILITY LAW 


ik IS MY PREDICTION, based upon my company’s experience 


BraDSHAW MINTENER 


during the past twelve months, that in the not too distant future, 

manufacturers and distributors of food and beverages will be con- 
fronted with a substantial increase in the number and seriousness of 
food products liability claims and lawsuits. With that in mind, I repeat, 
with renewed conviction, the suggestion which I made last year’ that 
we, as lawyers, urge our principals to cooperate actively and whole- 
heartedly with Mr. Charles Wesley Dunn in maintaining and increasing 
the value of the Claims Index which he established a number of years 
ago. We shall, by reporting to his office promptly and regularly all 
types of claims and litigation, be in position to present a more united 
front for the handling and defending of these claims and cases when 
they arise. 


We lawyers who represent food and beverage manufacturers and 
insurance carriers should gird ourselves for this predicted increase in 
food products claims and lawsuits. I suggest that we take as our 
slogan, in meeting this threatened situation, the words uttered by one of 
America’s outstanding soldiers and statesmen, Charles C. Pinckney, 
during the time surrounding our nation’s birth and earliest crisis. Many 
of you will recall that in those critical days, while he was in France 
attempting to secure aid for America, Mr. Pinckney, in response to 
Talleyrand’s insinuation that recognition might be obtained by money 
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for the lack of which war might follow, is said to have replied, ‘Millions 
for defense, but not a cent for tribute.’ So this year and in the imme- 
diate future, when we are faced with an increased number of claims and 
lawsuits, let us resolutely adopt and practice the defiant slogan, ‘Millions 
for defense, but not a cent for tribute.” 


Let us band together to defend and contest vigorously and thor- 
oughly these claims and cases, most of which, our past experience has 
demonstrated, have little or no merit. If it is generally known that food 
and beverage manufacturers and distributors are determined to spend 
“Millions for defense, but not a cent for tribute,’ we shall go a long 
way towards ‘‘deracketizing”’ this type of personal injury business and 
free ourselves as lawyers for other services to our principals. Let us 
see to it that fraud of every type in these food products claims and 
lawsuits is exposed as promptly and as effectively as possible. 


The food products liability cases reported in the digests and serv- 
ices since last year's meeting of the Section on Food, Drug and Cos- 
metic Law of the New York State Bar Association are comparatively 
few. They represent the appellate gleanings of litigation begun in the 
middle years of the war, a period which found a large proportion of the 
lawyers in uniform or in the service of war-related governmental agen- 


cies. As a consequence, the volume of court business was notably 
reduced. Those lawyers in private practice during that time apparently 
found office business so plentiful and profitable as to make them ex- 
tremely reluctant to allow a case to go to trial, and even more unwilling 
to devote the time necessary to the proper preparation of an appeal. 


Of course, the armed forces, and lately 
the wartime governmental agencies, have 
since released the lawyers then absent. Most 
of them have returned to the good work of 
reestablishing themselves in practice, and a 
substantial increase in food products liability 
cases must be expected as a proximate result 
of their activities. Res ipsa loquitur. Office 
business will be more thinly distributed and 
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lawyers generally will be forced to forego the luxury of rejecting con- 
troversies necessitating trial work. In most jurisdictions, the number of 
suits filed has risen substantially during the past year. Any marked 
decline from the current level of prosperity is likely to make litigation 
on the thinnest grounds quite popular. Even a recession of the modest 
dimensions predicted by the more optimistic economists will probably 
result in a pronounced increase in claims. 


Recent Product Liability Cases 


Of the 17 food product liability cases found to date, two involve 
claims for injuries resulting from bursting beverage bottles. 
Stodder v. Coca-Cola Bottling Plants, Inc. (1946 Me.), 48 A. (2d) 
622 [CCH Food Drug Cosmetic Law Reports § 22,102]. 
Lasky v. Economy Grocery Stores (1946 Mass.), 65 N. E. (2d) 
305, 163 A. L. R. 235. 


Since the issue in these two cases relates to the safety of the containers, 
and the damages claimed have no connection with any consumption of 
the contents, they should, in strictness, be excluded from the catalog. 
The remaining 15 cases may be classified according to food and alleged 
defect as follows: 

Bottled beverages containing mice, glass, bee 

Meat and sausage containing trichina 

Pie and cake containing wire, nail 

Tinned chili con carne containing part of rat 

Baled hay containing botulism 


Viewing these cases according to the theories upon which the sev- 
eral plaintiffs based their claims for recovery, these same 15 cases may 
be arranged as follows: 


Implied warranty of fitness 
Vaccarezza v. Sanguinetti (1946) 71 Cal. App. (2d) 687, 163 P. 
(2d) 470. 
Dougherty v. Lee (1946 Cal.), 168 P. (2d) 54. 
Martin v. Great Atlantic & Pacific Tea Co. (1946), 301 Ky. 429, 
192 S. W. (2d) 201. 
Griffin v. Asbury (1945 Okla.), 165 P. (2d) 822. 
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Canterman v. Coca-Cola Bottling Co. (1945 Pa.), 93 Pitt. L. J. 550. 

Coca-Cola Bottling Co. v. Burgess (1946 Tex.), 195 S. W. (2d) 
379. 

Baum v. Murray (1945 Wash.), 162 P. (2d) 801. 


Negligence 
Atlantic Co. v. Orendorff (1946 Fla.), 22 So. (2d) 266. 
Duval v. Coca-Cola Bottling Co. (1946), 329 Ill. App. 290, 68 
N. E. (2d) 479 [CCH Food Drug Cosmetic Law Reports 
§ 22,101]. 
Holley v. Purity Baking Co. (1946 W. Va.), 37 S. E. (2d) 729. 


Theory Not Disclosed 


Coca-Cola Bottling Works & Co. v. Curtis (1946), 302 Ky. 199, 
194 S. W. (2d) 375. 

Coca-Cola Bottling Works, Inc. v. Catron (1946 Md.), 46 A. (2d) 
303. 

Copeland v. F. W. Woolworth Co. (1946), N. Y. Sup. Ct., App. 
Term, 62 N. Y. (2d) 660. 


New York Food Law 


Blume v. Trunz Pork Stores, Inc. (1945), App. Div., 59 N. Y. S. 
(2d) 217. 
Lucey v. Harstedt (1946), 270 App. Div. 900, 61 N. Y.S. (2d) 157. 


You will note that the trend in these cases is to extend the doctrine 
of implied warranty. 








Cases Under the New York Food Act 


The cases brought under the New York Food Act for injuries from 
trichinosis contracted by eating raw pork sold by the defendant retailers 
were not successful, the Court holding that the sales of pork containing 
trichina were not violations of that Act if the presence of the trichina 
was unknown to the seller. 


Cases Wherein Theory Not Disclosed 


The opinions in three of the cases fail to disclose, with any preci- 
sion, the theory upon which the actions were brought. All of them are 
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concerned with the validity of the casual link between the presence of 
foreign substances in food and the occurrence of illness. In Copeland 
v. F. W. Woolworth Co. (1946 N. Y.) (supra), plaintiff while eating 
a piece of pie encountered, but did introduce into his mouth, a corroded 
nail embedded in the crust. Plaintiff attempted to recover for the 
nausea claimed to have resulted from the sight. The judgment for 
plaintiff granted by the trial justice was reversed and the case was 
distinguished from another New York decision where recovery was per- 
mitted by a plaintiff who encountered, under like circumstances, a num- 
ber of cockroaches displayed like ‘pressed butterflies.’ The distinction 
rests, apparently, upon the conviction of the reviewing justice that a 
nail is inherently far less repulsive than a waterbug. 


In Coca-Cola Bottling Works & Co. v. Curtis (1946 Ky.) (supra), 

plaintiff drank from a bottle of coca-cola containing a dead honeybee 
which touched her lips, but did not enter her mouth. As a result, she 
lost sleep and appetite, but did not lose any time from work. Reviewing 
the judgment for plaintiff, the Kentucky Court in a surge of judicial 
ecstasy remarked that: 
“a honeybee is one of the most ingenious and scrupulously clean little creatures ever 
created by the Almighty Hand. It gathers golden nectar from the clean faces of fra- 
grant flowers, carries this nectar within its own body to the busy hive, and there it 
makes that delicious and healthful food called honey that we spread on brown biscuits 
at breakfast.” 


Concluding from this that the presence of the bee neither poisoned nor 
polluted the beverage, the Court decided that the $225 judgment 
awarded in the lower court was excessive pay for the nausea resulting 
from its discovery and reversed the judgment. After all, said the Court, 
‘Thousands of people drink beverages into which the foul housefly has 
fallen and died.” 


In Coca-Cola Bottling Works, Inc. v. Catron (1946 Md.) (supra), 
a much more extreme situation was involved. Plaintiff drank part of a 
bottle of coca-cola and was made ill before he discovered that it con- 
tained a most malodorous mouse. The Court, in that situation, enter- 
tained no doubt but that the presence of the mouse poisoned the bev- 
erage and thus caused the nausea following. 


These cases should emphasize a point too often forgotten in de- 
fending suits of this sort. Even though a breach of duty by the manu- 
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facturer is shown, damages due simply to plaintiff's hypersensitivity are 
not properly recoverable. If the foreign object complained of is not 
inherently more objectionable, either in fact or in popular regard, than 
kindred objects, such as the housefly, which are not uncommonly discov- 
ered in homemade dishes, the plaintiff must be regarded as grossly 
exaggerating if he contends that he was substantially damaged by the 
psychological effect of the discovery upon his nervous system. In such 
cases, no substantial damages should be allowed unless plaintiff can 
show that he was physically poisoned by eating food containing the 
foreign object. 


Cases Predicated on Negligence 


Manufacturers were the defendants and appellants in all three of 
the cases predicated upon negligence. One, Atlantic Co. v. Orendorff 
(1946 Fla.) (supra), is of interest mainly because of the parties. In- 
volved is a claim asserted by a restauranteur for loss of profits and 
damage to business caused by contaminated beer received from defend- 
ant brewery and resold to patrons of the restaurant. The Court held 
that plaintiff was entitled to nominal damages simply on proof of the 
sale by the manufacturer of contaminated bottled beer to the restauran- 
teur and the resale of such beer to a patron who complained of its con- 


dition. Plaintiff had proved no more than this, and a new trial was 
ordered to discover whether any substantial damages could be shown. 


Both of the other negligence cases turn upon the res ipsa loquitur 
doctrine. Holley v. Purity Baking Co. (1946 W. Va.) (supra), re- 
views and modifies the earlier decisions in West Virginia respecting the 
effect of its application. The jury was instructed, by the trial court, 
that if it found that the piece of wire allegedly injuring plaintiff was 
contained in the cake, made by defendant and purchased and eaten by 
plaintiff, at the time the cellophane wrapper was removed, “the prima 
facie presumption of law is that said defendant was guilty of negli- 
gence. The verdict and judgment for plaintiff were set aside on the 
ground that res ipsa loquitur does not establish a presumption of negli- 
gence, but it only permits negligence to be inferred. While in Duval v. 
Coca-Cola Bottling Co. (1946 Ill.) (supra), the issue was whether res 
ipsa loquitur could apply to a bottled beverage containing deleterious 
matter since it was beyond the actual control of the manufacturer at the 
time plaintiff purchased and consumed it. It was held that the defend- 
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ant, none the less, “for practical purposes, had exclusive control of the 
bottle” until the moment of the consumption of its contents. This 
Illinois case is in contrast with the decision of the Maine court in Stodder 
v. Coca-Cola Bottling Plants, Inc. (1946 Me.) (supra), which declined 
to apply res ipsa loquitur in a suit wherein plaintiff was injured by an 
exploding bottle because it was at the time of the accident in the exclu- 
sive control of plaintiff. 


Growth of the Implied Warranty Theory 


Perhaps the most important disclosure secured by an examination 
of these cases is the further growth and extension of the implied war- 
ranty theory. Oklahoma approved the rule that a manufacturer of food 
packed in sealed containers impliedly warrants it to be fit for human 
consumption, ‘‘and that liability to the ultimate consumer who purchases 
from a retailer, may be based upon implied warranty,” in Griffin v. 
Asbury (1946 Okla.) (supra). The Washington Supreme Court, 
which had previously reached the same result prior to the adoption in 
that state of the Uniform Sales Act, in the recent case of Baum v. Mur- 
ray (1945 Wash.) (supra), declared that an implied warranty on the 
part of the manufacturer results from application of the Uniform Sales 
Act. Kentucky likewise adopted the theory in Martin v. Great Atlantic 
& Pacific Tea Company (1946 Ky.) (supra), as applicable under the 
Uniform Sales Act to retailers of products sold in sealed containers, the 
Court suggesting that 


“it is quite possible that the retailer, when sued in such circumstances could notify his 
wholesaler or manufacturer as the seller to him, and call upon them to defend the 
action, or be bound by whatever judgment might be rendered therein, following the 
rule in ejectment actions, casualty indemnity insurance and perhaps others.” 


One case putting some limits on its application so far as retailers are 
concerned is Lasky v. Economy Grocery Stores (1946 Mass.) (supra), 
a Massachusetts case, which held that implied warranties of fitness and 
merchantability do not arise until a sale of the goods is consummated, 
and that in a self-service store this event does not occur until the goods 
and payment therefor are presented to the cashier. 


The case just mentioned points up the necessity of a sale for any 
implied warranties to come into being by operation of the Uniform Sales 
Act. It further recalls all of the fictions and rationalizations which courts 
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have asserted in order to transfer the benefit of such warranties, implied 
in the original sale by the manufacturer to the jobber and to the ultimate 
vendee who buys from the retailer, and the further fictions propounded 
to enable consumers other than the ultimate vendee to share in their 
benefits. 


Cases Involving a Duty Implied by Law 


Two cases reported during the past year, Vaccarezza v. Sanguin- 
etti (1946 Cal.) (supra), and Coca-Cola Bottling Co. v. Burgess, (1946 
Tex.) (supra), remind us of the trend in certain courts to abandon 
the Uniform Sales Act as the basis of imposing liability upon the manu- 
facturer to every consumer injured through consumption of the manu- 
facturer's product. Such courts base the asserted obligation of the 
manufacturer to the consumer, not upon any implied contract expressive 
of the certain but undeclared intentions of parties to a sale, but upon a 
duty placed upon the manufacturer by implication of law because of the 
purpose for which the product is intended. As stated in Decker & Sons 
v. Capps (1942), 193 Tex. 609, 164 S. W. (2d) 828, 142 A. L. R. 1479: 


“The doctrine of privity of contract and of the necessity therefor in order to 
sustain an action grew out of the later action of assumpsit. It applies only when one 
is seeking to enforce a contract. Here the liability of the manufacturer and vendor is 
imposed by operation of law as a matter of public policy for the protection of the 
public, and is not dependent on any provision of the contract, either expressed or 
implied.” 

“It is also true that there are many cases in which liability has been sustained on 
the ground of contractual warranty. * * * The fact, however, that liability may 
be sustained in some cases because of a breach of a contractual warranty does not 
argue against the sustaining of liability on the ground herein adhered to—warranty 
imposed by law as a matter of public policy. The two remedies may coexist, and 
liability may be sustained under either one of them that is available.” 


This trend must be watched carefully because it may extend to other 
jurisdictions. 


The Capps case involved a sale of sausage containing deleterious 
substances by a retailer to plaintiff's husband. It was consumed by her 
family and caused the death of one child and the sickness of plaintiff 
and her other children. After the death of her husband, who was, of 
course, the purchaser of the sausage and the only member of the family 
who occupied any contractual relation respecting it, plaintiff brought 
an action against the manufacturer in behalf of herself and two children. 
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The jury found that the sausage was contaminated at the time of its 
manufacture, but that its contamination was not due to any negligence 
on the part of the manufacturer, and that plaintiff's injuries were due 
to unavoidable accident. 


Recovery could not then be sustained on any theory of negligence. 
The Uniform Sales Act has never been adopted in Texas, but had it 
been, the Court would have had to resort to inventions even more ex- 
treme than those usually conceived under the Uniform Sales Act in 
order to hold for plaintiffs on the theory of implied contractual warran- 
ties. While the Court speaks of warranties of the manufacturer, they 
are actually warranties imposed by law. They are legal duties imposed 
because of the act of placing food for human consumption upon the 
market, or in the channels of trade leading to the market. In establish- 
ing this duty, the Court did not rely merely upon the few modern cases 
pronouncing the same conclusion. It went all the way back to 1266 
for authority—to the provision in the Statute of Pillory and Trumbel 
and of the assize of bread and ale that “It is ordained that none shall 
sell corrupt victuals." The Court quotes to the same effect from authori- 
ties representative of almost every succeeding era of legal history. As 
some of these decisions announce, the real effect of the rule is to require 
the seller of foodstuffs “to know that they are sound and wholesome 
at his peril.” 


As the recent case of Coca-Cola Bottling Co. v. Burgess (1946 
Tex.) (supra), declares, the holding of the Capps case is now the set- 
tled law of Texas. It must be borne in mind that the doctrine it an- 
nounces, while carrying liability to an extreme so far as damages re- 
sulting from consumption of food are concerned, may not impose as great 
a liability as has been achieved under the Uniform Sales Act so far as 
injuries resulting from defective food containers are concerned. In Jax 
Beer Co., Inc. v. Schaeffer (1943), Tex. Civ. App., 173 S. W. (2d) 
285 and Anheuser-Busch, Inc. v. Butler (1944), Tex. Civ. App., 180 
S. W. (2d) 997, recovery for injuries resulting from bursting beer bot- 
tles was denied under the Capps case doctrine because the injuries were 
not incurred in connection with the consumption of the contents as food. 


The effect of the Capps case has already passed beyond the bound- 
ary of Texas. It was relied on by Judge Traynor of the California 
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Supreme Court in his concurring opinion (discussed in 33 Cal. L. R. 
637, Dec. 1945) in Escola v. Coca-Cola Bottling Co. (1944), 24 Cal. 
(2d) 453, 150 P. (2d) 436, where he declared: 

“This court and many others have extended protection according to such a stand- 
ard to consumers of food products, taking the view that the right of a consumer 
injured by unwholesome food does not depend ‘upon the intricacie. of the law of sales’ 
and that the warranty of the manufacturer to the consumer in absence of privity of 
contract rests on public policy.” 

Recent annotations in American Law Reports relating to Food 
Products Liability are: 

Law of sales and liability in respect thereof as applied to transac- 
tions in self-service stores—163 A. L. R. 238. 

Sellers’ advertisements as affecting rights of parties to sale of per- 
sonal property—158 A. L. R. 1413. 

See also, ‘Responsibility of Manufacturers for Injuries from De- 
fective Products." —33 Cal. Law Rev. 637, Dec. 1945. 

I also call the attention of lawyers to the new Commerce Clearing 
House publication, Food Drug Cosmetic Law Reports, in which there is 
an excellent Product Liability Commentary, setting forth the principles 
of the law of product liability, annotated with judicial opinions, including 
those with respect to drugs and cosmetics as well as foods. 


Conclusions 


The trend toward absolute liability in the law of food products 
liability is definitely increasing. 

The trend toward a further extension of the implied warranty doc- 
trine is further demonstrated by the cases decided in the past year. 

A trend is also indicated in which some courts are spelling out in 
food products liability cases a warranty implied in law by virtue of the 
very nature of the business involved rather than by reason of the con- 
tractual relations between the parties. 

Continued and increased cooperation between manufacturers and 
distributors of foods and beverages with the United States Food and 
Drug Administration, a group of competent, conscientious, fair-minded 
public servants, and with various city and state food and drug authori- 
ties, looking toward improved sanitary conditions in food production, 
transportation, storage and distribution, is necessary and desirable. 
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The continued and wholehearted cooperation in the exchange of 
information between principals in the food and beverage manufacturing 
and distribution business is necessary and desirable. 


Continued support of and cooperation with Mr. Dunn's Office in 
increasing the service and value of the Claims Index, which he estab- 
lished several years ago, is necessary and desirable. 


I repeat the suggestion made last year? that all lawyers in the 
field of products liability do whatever is possible to limit the liability 
of manufacturers to the ultimate consumer of foods and beverages to 
the manufacturers’ negligence, thereby preventing a further extension 
of the present trend, which, if allowed to be extended, may well result 
in food and beverage manufacturers being held to be insurers of their 
products used or consumed by the ultimate consumer. 


Let us keep ever before us the slogan— 
“Millions for defense, but not a cent for tribute.” 


The BASIS OF URBILITY 


“The remedies of injured consumers ought 
not to be made to depend upon the intricacies 
of the law of sales. The obligation of the manu- 
facturer should not be based alone upon privity 
of contract. It should rest, as once was said, 
‘upon the demands of social justice.’ The pro- 
ducer should be held responsible for the results 
of negligent acts which he readily can foresee. 
There is no analogy between the case where 
defective material after passing through many 
hands produces not-to-be-looked-for ill effects. 
... But the meat packer who fails to inspect his 
products for poisonous parasites or ingredients, 
knows that the poison will poison and that the 
persons to be poisoned through his neglect will 
be those who eat his products and no one else.” 


Ketterer v. Armour & Co. (1912), 200 F. 322. 


[The End] 


2 Food Drug Cosmetic Law Quarterly, Volume 1, p. 108 (March, 1946). 
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The Nutritional Quality 
of Food and Standards of Identity 


Russe_t M. Wiper, M. D. 


N THE PROPOSALS offered for consideration in these pages, I 
wish to make clear, at the outset, that I am not dealing with the 
contentious question of quality with respect to grade labeling. That 

is a subject with which I am not prepared either by training or experi- 
ence to deal. It is not in any way involved in this discussion. By 
nutritional quality, I refer in no way to the size, shape, taste, appearance 
or cost of any food, but rather to the value of the product for the nour- 


ishing of people. 


The science of nutrition has advanced in recent years to the point 
where human needs of calories, amino acids, calcium, iron and several 
vitamins of conspicuous significance are reasonably well known. Also 
accumulated is a vast amount of reliable information about the compo- 
sition of the common foodstuffs, in their natural forms and in their 
condition after processing and storage. Likewise, many surveys of 
food consumption and medical examinations of samples of the popula- 
tion have shown that many persons in this country are obtaining less 
than what is needed for good health; less, that is, of several of the 
nutrients essential for good health. Diets are adequate in calories with 
very few exceptions, but missing not infrequently are adequate amounts 
of certain vitamins and amino acids, of calcium, and of iron. 





This same subject was discussed by Dr. Wilder in his article in the 
April 1943 issue of Scentiric MONTHLY. 


Food and Standards of Identity 





Ineffectiveness of Education 


A major reason for our failure in this country to achieve a better 
level of nutrition is that the food environment is anything but satisfac- 
tory. Foods sell for their taste appeal or for the attractiveness of their 
appearances, and the public finds itself surrounded with grocery shelves 
full of products which are less nutritious than they might be. Educating 
people in what to buy is a slow procedure, and in the meantime millions 
are denied the blessing of the better health they would enjoy if their 
diets were more nourishing. Physicians for a hundred years have 
inveighed against denatured foods, and teachers trained in the science 
of nutrition have urged the greater use of what are called protective 
foods—milk, whole grain cereals, fruit and leafy green and yellow 
vegetables. The result is disappointing. Even with the tremendous 
effort of the nutrition campaign conducted in and since the recent war 
years, the lesson fails to reach large segments of the population. People 
eat what pleases them with little thought about what food does to them. 
Appeals to health made to the healthy or to those who, although per- 
haps less healthy than they could be, consider themselves healthy, are 
largely ineffective. Moreover such appeals are made in competition 
with powerful advertising which appeals to taste, and for every person 
instructed by a teacher of nutrition, food industry by advertising reaches 
people by the thousands. Not that taste is unimportant, nor that all 
this advertising is pernicious from the standpoint of nutrition. Due 
credit can be given to the effort of food industries to spread the gospel 
of good eating, and for this co-operation in the campaign for better 
nutrition conducted during the war, without weakening the main argu- 

ment that foods sell for their taste and 
appearance and not for the nutrients they 
contain. 

Today's problem of improving diets is 
much like that which confronted those who 
wanted better sanitation some fifty years ago. 





Russell M. Wilder, M. D., Division of 
Medicine, Mayo Clinic; Vice-Chair- 
man, Food and Nutrition Board, Na- 
tional Research Council; Chief (1943), 
Civilian Food Requirements Branch, 
War Food Administration 
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The public educator in sanitation had met with only fair success by then. 
and the regulatory procedure, which later was to prove dramatically 
effective, had not as yet been widely undertaken. At the turn of the 
century, it was commonly believed that lack of sanitation, personal or 
environmental, was responsible for almost all disease, and that cleanli- 
ness was the answer to the major hygienic problems. However, teach- 
ing that water should be boiled before drinking, or that the private privy 
should be screened, proved ineffective in preventing epidemics of typhoid 
fever. Teaching that milk carried germs and therefore should be boiled 
before consumption was also ineffective. Boiling changed the taste of 
milk and people were not willing to accept the change in taste. Jacoby 
advocated boiling milk in 1873. He wrote in 1895 

“that if raw milk could always be . . . fresh and untainted it would require no boiling, 
but . . . scarlet fever and diphtheria are met in the homes, about the clothing and on 


the hands of dairy men and women and typhoid stools are mixed with the water which 
is used for washing the utensils.” 


It finally became obvious to men of vision that something more than 
education was required. Charles North had this to say of milk: 


“If milk infections were so serious a menace . . . and if the prevention of such infec- 
tions was a public health measure of such importance, then pasteurization of milk in 
the homes by the consumers themselves was a remedy wholly inadequate to secure 
the results desired. Only a small fraction of the population could be expected to use 
this process, and even when used it must necessarily be accompanied by intermittance, 
irregularity and unreliability.” 


A few years later, in very many of the towns and cities of the United 
States and other countries, pasteurization in the dairy was required by 
regulation, the safety of water supplies had been assured and sanitary 
systems for disposal of sewage had been adopted. 


A dramatic fall in the death rate followed the introduction of these 

and similar regulations. Expectation of life at birth in the United States 
has almost doubled since 1882. The public services have every reason 
to be proud of this achievement, although it also must be recognized 
that extending length of life does not alone imply creating a more 
healthy life. 
“If the reasoning ‘low death rate therefore good health’ is sound, then if in an institu- 
tion filled with incurables there is no death, the death rate becomes nil and conse- 
quently the institution the healthiest in the land, though there is not a single healthy 
person in it.” 
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In point of fact, good health depends as much on diet as it does on 
cleanliness. “Uncleanliness and faulty food are partners in disease pro- 
duction—the one the coadjutor of the other.” “To add life to years 
as well as years to life’ must be the aim. 


The comment of Charles North on the need for public control of 
sanitation applies as well to the present problem of improving the nutri- 
tive quality of foods. If prevention of the ill effects of poor diets is as 
important a public health measure as is believed, how can it longer be 
considered reasonable to permit the marketing of foods which fail to 
carry the nutrients which people ought to find in them? Surrounded as 
consumers are with inferior foods, the fraction of the population which 
can be educated to exercise the discrimination necessary to select a 
good diet must be very small. On the other hand, if the nutritive quality 
of the more important foods could be assured by regulation, the problem 
would be nearly solved. People then would find themselves in a nutri- 
tional environment in which it would be difficult to go wrong, instead of, 
as now, in a situation in which it is difficult to go right. 


Imperfections of the Food Supply 


Experiments performed under my direction confirm the views of 
many others that the present food supply is unsatisfactory. In these 
experiments, measured foods, of which the composition had been deter- 
mined by analysis, were fed to volunteers. The amounts of cach food 
given were such as to make the diet simulate an hypothetical average 
American diet. In other words, the calories provided by white flour 
(unenriched) represented 25 or 30 per cent of the total calories con- 
sumed, and calories from other vitamin poor foods, such as sugar, pol- 
ished rice, cornstarch, cornmeal and the like, provided another 15 or 20 
per cent of all the calories. This diet contained a fair portion of meat, 
butter, a small salad of fresh vegetables, as well as processed fruits and 
vegetables, and yet despite the presence of these amounts of the “‘pro- 
tective foods” the subjects who lived on the regimen for several months 
developed serious disabilities. The disabilities could be corrected by 
selecting vegetables and fruits which contained more vitamins or by 
using bread made with enriched or whole wheat flour. The point is that 
with the flour unenriched a diet containing as much white bread and 
sugar as people commonly consume can only be made adequate by a 
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very wise selection of the balance of its foods. In point of fact, with 
consumption of flour and sugar at present levels, even if the flour is of 
the enriched or whole wheat flour variety, the nutritional situation in 
this country is one in which the necessity for discriminating diet plan- 
ning is greater than can be expected of the average citizen. 


The major current problems of nutrition have been created by com- 
mercial processing of foods. Flour, corn meal and sugar have been the 
worst offenders in the Occidental countries because of the magnitude of 
their contribution to the diet. The bread grains represent a most im- 
portant source of certain vitamins, but in converting wheat into white 
flour from 86 to 90 per cent of one of these vitamins (vitamin B,, thia- 
mine ) is lost, and from 60 to 80 per cent of another vitamin (niacin) is 
removed. Minerals are also lost; chief of them is iron. The answer 
to this white bread problem is either the preservation or the restoration 
of these nutrients. 


Rice contributes as much as 80 or 90 per cent of the calories of the 
diets of some populations of the Orient. It also is used extensively by 
some portions of the American population, notably in the Philippine 
Islands, in Puerto Rico, and in certain communities of the lower part 
of the Mississippi Valley. Extensive milling, so-called polishing, re- 
moves the vitamins from rice, and this processing is responsible for 
untold human suffering. It is high time for action in this matter. It is 
nearly fifty years since proof was brought by Christian Eijkman that 
commercial processing of rice was the cause of the “epidemic’’ beriberi 
of the Orient. In some parts of the world, beriberi is responsible for 
more than a fourth of all disease. A standard of identity and quality 
for rice which included the requirement of a certain quantity of thia- 
mine would solve this problem. 


Methods of canning as now provided by the industry are excellent 
for the most part, but in some canneries control is lacking and thus some 
foods are grossly injured in their canning. An example is tomato juice, 
which is much in demand, not only because of its pleasing taste, but also 
because the public, or a part of it, has learned to recognize the tomato 
as a good source of the anti-scurvy vitamin, ascorbic acid (vitamin C). 
Yet among 30 samples of tomato juice tested for their content of this 
vitamin at the Connecticut Agricultural Experimental Station, only 
three contained an amount equal to what may be regarded as average 
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for fresh tomatoes. Six samples contained 15 mg. per 100 gm. or less, 
representing only 60 per cent or less of what should be expected in 
tomatoes. At the same laboratory analyses were made of 49 samples 
of orange drinks. The results showed that few of these drinks con- 
tained significant amounts of vitamin C, and that 29 had a vitamin C 
potency of less than two per cent of fresh orange juice. This is a 
matter of great importance because orange drinks are associated in the 
minds of the consumer with a high content of vitamins, and the teachers 
of nutrition are teaching that it is difficult to prevent deficiency of 
vitamin C without including citrus fruits in the diet. 


Numerous other examples can be cited. The Bureau of Home 
Economics of the United States Department of Agriculture prepared a 
compilation of vitamin values of foods as recorded in the scientific 
journals up to December, 1940. The lengthy tables provide the data, 
not only for fresh or uncooked foods, but also for foods after storing, 
cooking and commercial processing. The review revealed conclusively 
the need for controlling the nutritive quality of processed foods. For 
example, the content of vitamin A of different samples of butter ranged 
from 27,000 to as little as 2,800 international units to the pound. Green 
peas, by rights, ought to be a product on which dependence can be 
placed to compensate for the small amounts of thiamine contained in 
other vegetables. A reasonable expectation for thiamine in peas is 390 
micrograms per 100 gm., which represents about a third of a day's 
requirement for this vitamin. Some samples of processed peas contained 
as much as this or more; others contained half as much or even less. 
Several samples of canned salmon contained 500 international units or 
more of vitamin A per 100 gm., but other samples contained less than 
one-tenth of this amount. Methods of processing are responsible for 
many of these differences. Meats suffer greatly in their content of thia- 
mine when subjected to the high temperatures developed in autoclaving. 
A sample of canned pork, for instance, which assayed when raw 1,800 
micrograms per 100 gm. contained, after preheating at 15 pounds of 
pressure, only one-eighth of this amount. Pork is a meat unusually 
rich in thiamine and its occasional consumption does much to overcome 
the scarcity of thiamine in the average diet. 


A problem even more serious than that created by canning is pre- 
sented by the processing of foods by dehydration. This method for 
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preserving perishable commodities promises to become very popular. 
Costs of transportation can be minimized by dehydration to the advan- 
tage of the consumer. However, unless the dehydration of the food is 
done with care, heat sensitive constituents are lost. This industry, 
unfortunately, is not well organized. Many newcomers in the industry 
lack knowledge of the difficulties involved and possess inadequate facili- 
ties for controlling their procedure. 


Existing Food Control 


Before the passage of the Federal Food and Drug Act of 1906, 
many so-called pure food bills were introduced in one or the other 
houses of Congress. They were promptly killed, being smugly looked 
on, as Dr. Wiley told, as the work of cranks and reformers without 
much business sense. However, the evolutionary progress to attain- 
ment of existing regulations, from the effort to prevent adulteration to 
the law against adulteration and misbranding, to the Food, Drug, and 
Cosmetic Act of 1938, which enabled the establishment of administra- 
tive regulations, has largely been made possible by the support of the 
businessmen in the industries involved. The question, which I now 
would raise, involves a further step in this evolution of protection, not 
only for consumers but also for enlightened industry. 


Although the pure food law of 1906 was aimed at preventing 
adulteration and mislabeling, and the essence of the Act of 1938 was 
to strengthen the protection of the consumer from exploitation, yet even 
under the Act of 1938 nothing has been done—some hold that nothing 
can be done—to prevent exploitation of the consumer by the destruc- 
tion of nutrients or extraction of values which the consumer frequently 
supposes to be present in the product which he purchases. 


The standards for foods established under the Act of 1938 have 
been narrowly interpreted as being based on physical properties. Before 
the passage of this Act, the Administrator (Secretary) had promulgated 
certain definitions and standards for use in enforcing the earlier (1906) 
Act. In them, responsibility for the nutritive qualities of foods was 
disclaimed, and yet even these older definitions of identity made refer- 
ence indirectly to nutritional constituents. For example, the definition 
for oatmeal prescribed that the amount of nitrogen contained should 
not be less than 2.24 per cent. This specification related to a content 
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ot protein and prompts the question why, if a minimal content of one 
nutrient (protein) can be required, it might not also be possible, under 
existing legislation, to require minimal contents of other nutrients, such 
as vitamins and minerals. Also worthy of attention is the fact that the 
prohibition of adulteration applies even when the adulterant employed 
is harmless. An adulterant of such a type has been objected to on the 
ground that it dilutes the nutritive value of the product. There is prec- 
edent here, it seems to me, for insistence on retention of nutritional 
values, or, when this is technically impossible, for requiring restoration 
by fortification or enrichment of such nutrients as have been lost in 
processing. 


Individuals in the Food and Drug Administration and the Federal 
Security Agency have not been unmindful of the nutritional element in 
food as a factor which could be employed in the formulation of stand- 
ards of quality. However, up to now the Food, Drug, and Cosmetic 
Act of 1938 has been invoked to control the nutritive quality of a food 
only when claims have been made for vitamin, mineral or other dietary 
constituents. In case a claim is made for such constituents, the label 
on the food must bear certain information concerning these constituents. 
For example, enriched white flour, as now defined by regulation, must 
contain certain vitamins and minerals in prescribed proportions, and the 
label must tell to what degree the amount of each of these vitamins in 
a given portion of such flour contributes to minimal daily requirements. 
This is very good, but there is nothing in the law, as now interpreted 
by the Administration, to make it possible by regulation to prevent the 
sale of white flour which is not enriched. Likewise, if the manufacturer 
of a tomato juice makes a claim for the vitamin C in his product, the 
amount claimed must be there and he must indicate on his label to what 
degree the amount in a given portion of the product will contribute to 
the day's requirement of vitamin C. However, if no claim is made the 
product may contain an insignificant amount of vitamin C and yet be 
marketed without penalty as tomato juice. At the present time, owing 
to the limited extent of controlling court decisions relating to the scope 
of the Administrator's authority in the issuance of regulations formu- 
lating standards of identity and quality for food products, the Food and 
Drug Administration is faced with legal uncertainty. The courts, there- 
fore, are in a position either to strengthen or to weaken the present Act, 


Page 80 Food Drug Cosmetic Law Quarterly— March, 1947 





depending on whether they will view with understanding the signifi- 
cance to the welfare of the nation of this problem of nutrition. 


The fact that Federal regulation for control of foods can apply only 
to products in interstate commerce presents no handicap to effective 
Federal action. Most of the food that requires regulation is shipped 
across state lines, and thus comes under Federal regulation. Also, Fed- 
eral action in setting standards of identity serves to establish patterns 
for legislation by the states. An example is the procedure which was 
followed by the Administration in controlling enriched flour. As was 
stated before, this involved little more than the promulgation of a defi- 
nition. It restricted fortification of flour, with vitamins and minerals 
to the standards established for enriched flour, but it in no way prevented 
the marketing of plain or unenriched white flour. However, soon after 
the promulgation of this definition the State of South Carolina passed 
a law requiring that all white flour sold in the state must meet the 
Federal standard for enriched flour, and since then eighteen other 
states and two territories have taken similar action. Some, like South 
Carolina and Louisiana, also require that oleomargarine be fortified with 
vitamin A, again adhering to a standard of identity established at the 
Federal level. However, action by the states in matters of this nature 
is generally regarded as unsatisfactory. This indeed was a basic reason 
for the enactment of the original Federal Food and Drug Act. Action 
by individual states is limited by the absence of Federal standards, and, 
frequently the appropriations voted are inadequate for effective admin- 
istration of state legislation. Also mentioned in all discussion of the 
Food, Drug, and Cosmetic Act are the obstacles to orderly expansion 
on a national scale of manufacturing and distribution when conflicting 
laws are passed by separate states. To some extent, through the media- 
tion of the Council of State Governments, such conflicts are avoidable, 
but state legislatures, jealous of state rights or constrained by their con- 
stitutions, are frequently unwilling or unable to adopt the model or uni- 
form law suggested by the Council of State Governments. 


It is not for me, a physician and little acquainted with law or admin- 
istration, to prescribe the means for accomplishing what so obviously is 
required to improve the nutritive quality of the food supply. Existing 
Federal legislation, if liberally interpreted by the courts, may permit the 
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establishment of standards of nutritive quality by regulation. Section 
401 of the Food, Drug, and Cosmetic Act provides: 


“That whenever in the judgment of the Secretary (Administrator) such action will 
promote honesty and fair dealing in the interest of the consumer he shall promulgate 
regulations . . . establishing for a food . . . a reasonable standard of identity, (and) 
a reasonable standard of quality.” * 


In my opinion, the court could justly interpret the words “standard of 
quality” as implying a standard of nutritive quality. However, among 
the foods for which standards of nutritive quality are needed, as | have 
pointed out, are dried fruits, dried vegetables and butter, whereas the 
language of Section 401 of the Food, Drug and Cosmetic Act goes on 
to state, 

“provided that no * definition and standard of identity and no’ standard of quality shall 
be established for fresh or dried fruits, fresh or dried vegetables or butter. . . .” 

In the light of this restrictive language, some revision of the Act would 
be required to effect improvement of these articles. 


Decisions as to what foods are most in need of improving and how 
their improvement is to be effected should be based on advice obtained 
from experts in the science of nutrition. The Federal government now 
has at its disposal, available at all times for consultation, the Food and 
Nutrition Board of the National Research Council.2 This Board is 
composed of physicians and scientists selected from among authorities 
in the science of nutrition. The membership, for the most part, comes 
from the leading universities of the country, and policies having to do 
with the nutritional aspects of food could be wisely and impartially 
guided by such a body. Precedent for the suggestion can be found in 
Chapter V of the Food, Drug, and Cosmetic Act. Although, as I have 
pointed out, this act as heretofore interpreted does little to prevent the 
marketing of foods that fail to measure up to any standards of nutrient 
quality, it deems a drug to be adulterated (Section 501b) if “its strength 
differs from or its quality . . . falls below” certain standards. Further- 
more, the standards recognized are those established by authorized 
scientific bodies and the responsibility of these bodies extends to desig- 
nating the tests or methods of assay for determining whether the 
strength, quality or purity of drugs meets these standards. 


1 Italics added. 
2? Discussed by Dr. Frank G. Boudreau in the Food Drug Cosmetic Law Quarterly, 
Volume 1, p. 144. 
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Actions Now Desirable 


The Food and Nutrition Board of the National Research Council, 
the Council on Foods and Nutrition of the American Medical Associa- 
tion,® the American Public Health Association and the Association of 
State and Territorial Health Officers, to judge from recent actions of 
these several authoritative bodies, would probably support the issuance 
of the standards of nutritional quality suggested below for each of the 
following foods: 


White flour.—A standard of identity which would require that all 
white flour which moved in interstate commerce contain not less than 
the amounts of thiamine, riboflavin, niacin and iron which are required 
for flour now identified as enriched flour. (Such a regulation might 
encounter objection from commercial bakers, many of whom prefer to 
add the vitamins and iron to their dough. However, flour sold to them 
could be excepted without loss of the objective, provided enrichment 
of their bread was mandatory. ) 


Bread and rolls.—A standard of identity which would require that 
all bread and rolls which contained much white flour contain not less 
than the amounts of thiamine, riboflavin, niacin and iron which, in the 
contemplated but not yet promulgated standard of identity of breads, 
is required for enriched bread. 


Oleomargarine.—A standard of identity which would require a 
content of not less than 9,000 (or perhaps 15,000) units of vitamin A 
per pound. (The present standard does not require but permits the 
addition of 9,000 units of vitamin A per pound as an optional ingredient. ) 


Table salt.—A standard of identity which would require a content 
of potassium iodide or its equivalent equal to that now mandatory for 
so-called iodized salt. 


Final Comments 


For each of the products I have named, the industries involved have 
evinced approval of regulation requiring the nutritional improvements 
suggested and opposition to such regulation, should it come from other 
sources, ought not to influence a court that sought in interpreting the 


3 Discussed by Dr. James R. Wilson in the Food Drug Cosmetic Law Quarterly, 
Volume 1, p. 508. 
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Act “to give the greatest possible protection to consumers” and I might 
add “to enlightened industry.” 


Bearing on the question of authority for such regulations is the 
opinion delivered by Mr. Chief Justice Stone in the case of The Federal 
Security Administration v. The Quaker Oats Company, 318 U. S. 218. 
He said: 


“The standards of reasonableness to which the Administrator's action must conform 
are to be found in the terms of the Act construed and applied in the light of its pur- 
pose. Its declared purpose is the administrative promulgation of standards of both 
identity and quality in the interest of consumers.” 


The Chief Justice further pointed out that 


“both the text and the legislative history of the present statute plainly show that its 
purpose was not confined to a requirement of truthful and informative labeling. False 
and misleading labeling had been prohibited by the Pure Food and Drug Act of 1906. 
But it was found that such a prohibition was inadequate to protect the consumer from 
‘economic adulteration,” by which less expensive ingredients were substituted, or the 
proportion of more expensive ingredients diminished, so as to make the product, 
although not in itself deleterious, inferior to that which the consumer expected to 
receive when purchasing a product with the name under which it was sold. The 
remedy chosen was not a requirement of informative labeling. Rather it was the 
purpose to authorize the Administrator to promulgate definitions and standards of 
identity under which the infegrity of food products can be effectively maintained.” 


I suggest that the word “integrity” is inapplicable to any food from 
which important nutritional values have been removed in processing 
unless these are restored. 


I named above four foodstuffs, white flour, bread, oleomargarine 
and table salt, for which the time had come, in my opinion, for regula- 
tion of nutritional quality by requiring a content of certain nutritional 
values. Support from physicians, from nutritionists and from industry 
for regulation of other foods should also be obtainable as the need is 
clearly shown in every instance and adequately demonstrated in the 
public hearings required by the Act before the promulgation of any 
regulation. Thus, one by one, each of the foods which contribute im- 
portantly to the American diet could be effectively improved to the great 
advantage of consumers and elevation of the nation’s strength and vigor 
“within our time and generation.” Freedom from want of food cannot 
be won without attention to the nutritional quality of the food provided. 


[The End] 
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BooK Reviews 


The Lanham Trade-Mark Act 


The Trade-Mark Act of 1946, analyzed, annotated and explained 
by Harry Aubrey Toulmin, Jr. W.H. Anderson Company, Cincinnati, 
1946. 224 pages. Price: $5.00. 


The earliest use of trade-marks to identify the maker of a product 
to the consumer is not obsolete. But with the development of mass 
production and international markets, and the consequent growth of 
advertising as a major industry, this original use has acquired wider 
implications. The modern trade-mark is not only an identifiable symbol 
of the good will established by a manufacturing concern; it serves also 
to protect the manufacturer from misappropriation, the consumer from 
fraud, and standards of fair business competition from violation. 


The primary objective of the Lanham Act, which becomes effective 
on July 5, 1947, is the recodification of the entire body of federal trade- 


mark law, from the 1905 Act to the present, in a single statute. This 
consolidation of trade-mark provisions, it is anticipated, will clarify 
judicial decisions and simplify procedure for registration and for relief 
against infringement. In addition to facilitating the interpretation and 
administration of the law, the Lanham Act seeks to adapt it to current 
business conditions and to our treaty commitments to foreign nations. 


Mr. Toulmin’s account of the history, purposes and provisions of 
the Act is both expository and analytical. The Act appears in full text, 
and is explained section by section. Among the many topics discussed 
are the principal register, the supplemental register, false description. 
fees and costs, cancellation, interference, incontestability, remedies, im- 
ports and appeals. As soon as the Commissioner of Patents issues rules 
and regulations under the Act, they will be published in a pocket supple- 
ment to which each purchaser of this volume is entitled. 


Under the section on cancellation appears a discussion of special 
interest to the food, drug and related industries. In 1944, the Depart- 
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ment of Justice submitted to the committee preparing the trade-mark 
bill a statement objecting to incontestable rights granted to the registrant 
of atrade-mark. Particularly mentioned were certain trade names which 
originally designated patented products but eventually became generic 
terms. Aspirin and shredded wheat were among the most familiar of 
the products cited. 

“When the patents on aspirin . . . and shredded wheat came to an end the 
public had been trained to know the products only by these names, and the courts 
held that the names had become ordinary words which all sellers of the products 
could use, since these designations . . . were the only way of describing the goods. 
Without the use of these common names it would have been almost impossible for 
new manufacturers to persuade buyers that they were selling the same products, and 
so, if the trade-marks had been incontestable, the monopoly of the trade-mark owner 
would . .. have become almost perpetual.” 

Mr. Toulmin has established his authority in the field of anti-trust 
law and food, drug and cosmetic law by two previously published works: 


Trade Agreements and the Anti-Trust Laws. This book considers 
in detail the Robinson-Patman Act, the Wheeler-Lea Act, the Miller- 
Tydings Act, and the ‘fair trade” and anti-price-discrimination laws 
enacted by the various states. It is a guide book to the many laws, 
regulations and court decisions pertinent to every kind of business. 


Law of Foods, Drugs and Cosmetics. Here the author investigates, 
among other current topics, misleading labels, adulteration, packaging, 
false guarantees, the use of vitamins, and coal-tar colors. This com- 
pendium includes the texts of relevant acts and state laws, completely 
annotated. 


Publication of /nternational Contracts and the Anti-Trust Laws, 
by Mr. Toulmin, will be announced soon. It is intended to demonstrate, 
in practical form, the negotiation and drafting of sound international 
contracts. By consulting the pattern of statutes and decisions traced in 
this book, organizations engaged in foreign commerce will avoid the risk 
of violating the procedure and restrictions prescribed by the United 
States Government. 


[The End] 
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Notes and Commen 


Judicial, Administrative and Legislative Developments 








Food held in original packages for more than two years not sub- 
ject to seizure . . . A libel was filed and seizure made of allegedly 
adulterated spaghetti which had been held in a warehouse for more 
than two years in the original packages in which it had been shipped in 
interstate commerce. Exceptions to the sufficiency of the libel were 
sustained, and a decree was entered in the lower court directing that the 
food be released to the claimant. The libel stated in substance and 
effect that the spaghetti had been shipped in interstate commerce more 
than two years previously, and that it had become adulterated. The 
libel did not state that the food was adulterated when introduced into 
or while in interstate commerce. Instead, it stated that the food was 
adulerated while held in the original packages by the claimant at its 
warehouse in Douglas, Arizona. Thus it appeared from the pleading 
that the adulteration of the food occurred after it ended its interstate 
journey and came to rest at the warehouse. The Circuit Court, on 
appeal, arrived at the same conclusion—that Section 304(a) of the 
Federal Food, Drug, and Cosmetic Act, under which the proceeding 
was brought, did not apply to a situation such as this one. That sec- 
tion provides for the condemnation of “any article of food 
that is adulterated . . . when introduced into or while in inter- 
state commerce.” The terms “interstate commerce” and “original pack- 
ages’ were found not to be synonymous. Articles might be in 
interstate commerce without being in original packages. They might be 
in original packages without being in interstate commerce. They might 
be in both interstate commerce and in original packages and, if in both, 
might cease to be in interstate commerce and yet remain in original 
packages. Hence, the fact that the food was adulterated while held in 
original packages did not show that it was adulterated when introduced 
into or while in interstate commerce. The court was of the further opin- 
ion that, while under Section 10 of the Food and Drug Act of 1906 food 
in original packages was liable to be proceeded against, this section was 
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repealed and it could not by judicial interpretation be read into Sec- 
tion 304(a) of the present Act. (United States v. Phelps Dodge 
Mercantile Company. In the United States Circuit Court of Appeals 
for the Ninth Circuit. No. 11,249. September 25, 1946 [CCH Food 
Drug Cosmetic Law Reports § 7023].) 


While, at first blush, this case would seem to contradict the decision 
reached in United States v. Sullivan, etc. (District Court of the United 
States for the Middle District of Georgia, Columbus Division, Informa- 
tion No. 3688 [CCH Food Drug Cosmetic Law Reports 4 7014]), 
discussed in the December issue of the Food Drug Cosmetic Law Quar- 
terly, Volume 1, pp. 604-606, an examination of the applicable law 
shows that this is not the case. In the Sullivan case, the court relied 
on Section 301(k) of the Federal Food, Drug, and Cosmetic Act as 
indicating the intention of Congress to prevent individuals from inter- 
fering with labeling of articles that have been shipped in interstate 
commerce. Section 301(k) reads as follows: 


“Sec. 301. The following acts and the causing thereof are hereby prohibited: 


(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while such article is held for sale after 
shipment in interstate commerce and results in such article being misbranded.” 


This section specifically prohibits the misbranding of a food, drug, 
device, or cosmetic after it has been shipped in interstate commerce. 
The Act does not contain a similar provision with reference to the 
adulteration of a food, drug, device, or cosmetic after it has been in 
interstate commerce. In view of this, it would seem that Congress may 
have intended by enactment of this new law that when food becomes 
adulterated after interstate shipment has been completed, such adultera- 
tion would be subject to the jurisdiction of the state government rather 
than of the federal government, while a subsequent misbranding of such 
a product would still remain under the jurisdiction of the federal 
government. 

* * * 

Package 45.3 per cent full held not slack-filled . . . An appeal was 
taken from the dismissal of a libel proceeding against certain candies 
which were alleged to be misbranded because they were contained in 
misleading containers in violation of Section 403(d) of the Federal 
Food, Drug, and Cosmetic Act. 
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It appeared, from the evidence, that the candy occupied 45.3 per 
cent of the entire volume of the carton. It was held by the upper court 
that there was no hard and fast rule as to what would constitute slack- 
filling, and that whether or not over fifty per cent of space in a particular 
package of candy was slack-filling was a question of fact for the trial 
court to decide. 


The court also concluded that, although the trial judge considered 
irrelevant questions such as whether or not the candies in question had 
been “palmed off on the public’’ or whether or not the markings on the 
package were proper markings, he had, nevertheless, held that there was 
no testimony to the effect that the boxes could hold approximately 50 
per cent more candy, and he had not been convinced by the testimony 
that the wrapping and size were misleading. The lower court had also 
stated that it would be stretching the statute all out of proportion to its 
purpose if it were to find, on the evidence dealing with this particular 
candy, the way it was shaped and wrapped, that the container was so 
made, formed and filled to be misleading,,and that there was nothing in 
the shape and size of the larger package or the smaller packages that 
would be misleading to a person. As the upper court could not say that 
the finding was clearly erroneous, it felt bound, under the Federal Rules 
of Civil Procedure, to affirm the decree of the District Court. (United 
States v. Arcangelo Cataldo. In the United States Circuit Court of 
Appeals for the First Circuit. No. 4173. October 31, 1946 [CCH 
Food Drug Cosmetic Law Reports § 7025].) 


It would seem clear, from this decision, that this court has rejected 
the theory that the labeling of a package with a clear statement of the 
ingredients is sufficient, in and of itself, to evade the requirement that 
the package shall not be slack-filled. In addition, this court has also 
rejected the theory that there must be an actua] showing of misleading 
by “palming off the goods on the public.” However, this decision does 
not seem to indicate that the only evidence the complainant would have 
to introduce would be a showing that the particular package was slack- 
filled. In view of the language of the decision, it would seem that 
something more than this would be required, and that some evidence 
would have to be introduced to show that slack-filling of the package 
would at least have a tendency to deceive the public even though no 
evidence of actual “palming off’’ was introduced. 


Notes and Comment 





While the burden placed upon the government in this respect may 
be considerably lightened if this decision is so interpreted, it would still 
appear that it will have to make out a logical showing before the trial 
court in order to present a convincing case that a particular package 
is misleading. It is hard to say, without examining the actual packages 
in which this candy was packed, whether one would agree or disagree 
with the trial court's finding that the container involved in this case was 
not so made, formed or filled as to be misleading when the candy occu- 
pied only 45.3 per cent of the entire volume of the carton. If the court 
was not convinced that such a package was slack-filled from the evidence 
in this case, it would seem that in future cases the government will have 
to make a clear showing that (1) it is commercially practicable to pack- 
age the goods in smaller containers without undue additional expense, 
(2) that the manufacturer packaged the goods with intent to deceive, 
and (3) they do in fact create a misleading impression. 


* * * 


Advertising matter shipped apart from the goods held labeling ... . 
In an action to restrain the defendant from shipping misbranded drugs 
in interstate commerce, it was held that where advertising material was 
sent through the mails either with the drug or prior to or subsequent 


to its transportation, but in such a way that the drug and the literature 
came into the hands of the purchaser at the same time, such advertising 
material was labeling within the meaning of the Federal Food, Drug, 
and Cosmetic Act. The literature recommended the use of the drug for 
certain purposes as to which the testimony indicated that the said drug 
would be inefficacious, and that such use might act as an irritant with 
possible harmful results. 


The court, in this case, interpreted the definition of labeling as con- 
tained in the Federal Food, Drug, and Cosmetic Act in the light of its 
purpose. The law defines labeling as certain written material appearing 
on the article itself or its container or “accompanying such article.” 
After considering the intent of Congress and prior decisions on this 
point, including LInited States v. Lee, 131 F. (2d) 464, the court reached 
the conclusion that it was the purpose of Congress to treat advertising 
matter as labeling if used by the patron or purchaser precisely in the 
same manner as if the matter had accompanied the drug in the first 
instance. (United States v. Edward E. Paddock. In the United States 
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District Court for the Western District of Missouri. No. 4166. Sep- 
tember 28, 1946 [CCH Food Drug Cosmetic Law Reports { 7026}.) 


The foregoing decision is the latest of a number of decisions by 
the courts in which by a realistic approach, the conclusion has been 
reached that where the advertising material is associated with the 
article when used, such material is both advertising and labeling. (An- 
other recent decision to the same effect is United States v. Kordel, in 
the United States District Court for the Northern District of Illinois, 
Eastern Division. 45 CR 488. June 27, 1946 [CCH Food Drug Cos- 
metic Law Reports § 7027]. In that case, one of the defendants was 
found guilty of a crime in that he violated the misbranding provisions 
of the Act. The court ruled that remedial legislation of this nature was 
entitled to the rule of liberal construction to effect its purpose of pro- 
moting honesty and fair dealing irrespective of its penal provisions. ) 


As there have been no cases to the contrary (except the Alberty 
case), it would seem that the definite trend of the courts is to hold that 
advertising material ‘‘accompanies”’ an article if the two reach the con- 
sumer together, irrespective of the devious ways whereby such result has 
been accomplished. The mere fact that the products and the advertise- 
ments were shipped at different times, over different routes, and received 
at different times has not been permitted to obscure the actual facts of 
the matter. Where it can be shown that the products and advertise- 
ments are shipped for the purpose of using the two items together at the 
time of subsequent sale, the advertising is to be considered as labeling. 


The foregoing trend received its first set-back in early February 
when the Ninth Circuit Court of Appeals handed down a decision 
reversing the District Court (65 F. Supp. 945) in the case of LInited 
States v. Ada J. Alberty [CCH Food Drug Cosmetic Law Reports 
© 7034]. 


Details of this decision are not yet available as “Notes and Com- 
ment” goes to press, but there seems to be no doubt but that the Circuit 
Court ruled that the circulars used by the defendant, Ada J. Alberty, 
were not labeling. In this Alberty case, it appeared that there was a 
lapse of seventy-one days between the shipping of the offending circulars 
and the drug. 
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As a preliminary to the trial of the Paddock case, a motion was made 
to strike the averments about these advertisements on the ground that 
they were not labeling but advertising and, therefore, subject to the juris- 
diction of the Federal Trade Commission. The court summarily deter- 
mined this issue to the effect that there is no conflict between the Federal 
Trade Commission and the courts. It concluded that advertising and 
labeling circulars may be the same and yet perform the two opposites of 
advertising and labeling, in which event, the courts would have jurisdic- 
tion over the labeling functions of the circular, and the Federal Trade 
Commission would have jurisdiction, at the same time, over the same 
circular, with regard to its advertising functions. 


* * * 

Regulations covering directions for use of drugs amended .. . 
Section 2.106 of the regulations under Section 502(f)1 of the Federal 
Food, Drug, and Cosmetic Act, dealing with directions for use of drugs 
and devices, has been amended to include the term ‘‘distributor’’ among 
those who may be responsible for the inadequate labeling of such drugs 
or devices. It would appear that the purpose of the Food and Drug 
Administration in including the word “distributor” in this regulation 
was to enable them to proceed against distributors who may place 
literature with a drug or device, or its package, prior to the time it is sold 
to the consumer, recommending its use for improper purposes. On the 
theory of the Paddock case, just discussed, such advertising material 
would constitute labeling as it would accompany the drug or device at 
the time of sale. However, prior to this amendment of the regulations, 
even though the literature did accompany the drug, it would not have 
constituted a misbranding under the regulation unless placed there or 
sponsored by the manufacturer or packer. In order to plug up this loop- 
hole, the regulation has been amended to make it possible for the Ad- 
ministrator to proceed against such a distributor as well. While it 
would appear that where the distributor places improper material with 
a drug or device so as to misbrand it, that the goods would then be 
subject to seizure, still, the manufacturer or packer would seem to have 
no personal responsibility with respect to such activity on the part of 
the distributor, so long as he did not actually engage in sponsoring or 
otherwise assisting such activity on behalf of the distributor. 


* * * 


Food Drug Cosmetic Law Quarterly— March, 1947 





Tie-in clauses in machine leases held invalid . . . In a civil action 
brought by the United States against the International Salt Company, 
Incorporated, and others, the government moved for a summary judg- 
ment against International Salt Company. 


From the pleadings, it appeared that this company entered into 
agreements whereby it leased salt machines, made pursuant to its pat- 
ents, to some 900 lessees subject to a condition that these lessees should 
buy their salt for use in the machines exclusively from it. 


The salt company alleged that these provisions were contained in 
the leases for the protection of its good will because, in order to assure 
satisfactory operation of the machines, it was necessary to use salt and 
salt tablets of a specified grade and content. It also claimed by leasing 
the machines under these terms it was better able to require the machines 
to be kept in good repair, thus assuring satisfactory operation of the 
machines. 


The court ruled that this was an insufficient defense, and that the 
primary benefit of the tie-in clause to the lessor was in the elimination of 
competition in salt. The court was of the opinion that the protection 
of its good will could be achieved by other methods which would not 


tend to monopoly. In connection with the allegation that International 
did not enforce this covenant, the court pointed out that the power to do 
so was ever-present. The court also overruled the contention that 
International had never refused to install a machine because the customer 
objected to sign one of the standard forms on the ground that it was no 
defense to the violation to offer an alternative form of lease under such 
circumstances. 


In most of the cases, the rental provided for in the lease was nomi- 
nal, and the court ruled that the only valuable consideration which 
International obtained was the obligation to buy unpatented salt from it. 
Under these circumstances, the patent was being used solely to restrain 
competition. (United States v. International Salt Company, Incorpo- 
rated, et al. In the United States District Court, Southern District of 
New York. Civil Action No. 32-310. November 20, 1946 [CCH 
Trade Regulation Reports § 57,510].) 


In the light of the foregoing case (unless reversed or not followed ). 
it would appear that tie-in clauses of this nature, in connection with 
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the leasing of patented food and drug packaging machines and other 
similar machinery, may be considered as unenforceable and void on the 
ground that they violate the anti-trust laws, unless the tie-in clause is 
for the purpose of preserving the lessor’s good will with the purchasing 
public. In situations where such a clause is used for the purpose of 
protection of the good will of the general public, such as an agreement 
not to sell or use, in the repair of automobiles made by one manufacturer, 
used parts or parts not manufactured or authorized by the manufacturer, 
such tie-in clauses would still appear to be valid. 


In the cases reviewed above, the public would be totally unaware 
of the source of any of the salt and the means by which it was acquired, 
thus the preservation of the good will of the purchasing public would 
not be involved. 

* * * 

Resale price fixing agreements may only be made for commodities 
in effective competition with similar commodities . . . The Eastman 
Kodak Company appealed from an order of the Federal Trade Com- 
mission directing it to desist from entering into or continuing in opera- 
tion any contract with its dealer-customers providing that Kodachrome 
film or magazine film is not to be advertised, offered for sale or sold 
at prices less than those specified by Eastman. 


It appeared that Kodachrome photographic film is used for the 
taking of still and motion pictures in color, and magazine film is a 
special type film, packed in a magazine which fits exclusively in patent- 
protected cameras made by Eastman or its licensees. The Federal 
Trade Commission had ruled that these commodities were not in com- 
petition with any other similar commodities, and that, therefore, the 
price at which they might be sold could not be fixed by Eastman pur- 
suant to contract. 


The court reached the conclusion that the provisions of the Miller- 
Tydings amendment to Section 1 of the Sherman Act, (15 USCA 
sec. 1), only authorized the making of resale price fixing agreements for 
a commodity sold under the producer's trade-mark, brand, or name, 
which was in free and open competition on an effective basis with similar 
commodities. It was held that the clause under consideration could not 
be so broadly construed so as to defeat its purpose, and that it clearly 
appeared from the legislative history that the purpose of the law was 
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only to validate resale price agreements with respect to branded com- 
modities which were in effective competition with similar commodities 
produced by others, so that if the resale price of the branded article was 
set too high the manufacturer would lose his trade by the competition 
of other similar articles. While it was felt that the Kodachrome was 
in the same general class as black and white film, such black and white 
film was not sufficiently similar to be in competition with the colored 
film. The only colored film that a purchaser could buy would be Koda- 
chrome film, and thus this brand was not in competition with any other 
colored film. The court reached the same conclusion with respect to 
the special magazine film and affirmed the order of the Federal Trade 
Commission in all respects. (Eastman Kodak Company v. Federal 
Trade Commission. In the United States Circuit Court of Appeals for 
the Second Circuit. No. 13. October Term, 1946. Docket No. 19575. 
Decided November 27, 1946 [CCH Trade Regulation Reports 
© 57,517].) 


While the commodities involved in this case were not foods, drugs 
or cosmetics, it would seem reasonably clear that in the near future 
many new foods, drugs and cosmetics will be placed on the market 
which, while of the same general class as commodities already on the 
market, may be sufficiently different from them so as not to be in effec- 


tive competition with the items already on the market. In this connec- 
tion, careful consideration will have to be given as to whether or not 
these new commodities are sufficiently similar to the commodities already 
on the market to determine whether they can be protected by resale 
price fixing agreements. If the new products are so unique or unusual 
that the purchaser will have to look to one source only in order to secure 
the article he wishes, then it would seem clear under the ruling in this 
case that such food. drug or cosmetic could not be sold under the terms 
of a resale price fixing agreement. 


* * * 


Federal Trade Commission revises Statement of Policy, Rules of 
Practice, etc. . . . The Commission revised its Statement of Policy, 
Rules of Practice, and its Statement of Organization, Procedure, Policy 
and Rules on December 5, 1946, effective December 11, 1946. 


Of major interest to those in the drug industry is the Commission's 
statement relative to cooperation with other agencies. In its amended 
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statement, the Commission said that it is its established policy to coop- 
erate with other federal agencies to avoid unnecessary overlapping or 
possible conflict of effort and not to institute proceedings in matters 
relating to labeling where the subject matter is made a direct responsi- 
bility of another federal agency. The Commission also stated that it 
took into account the labeling requirements of the Food and Drug Ad- 
ministration in any corrective action applied to advertising of foods, 
drugs, etc., and that it is the policy of the Commission to proceed against 
such advertising only when the resulting dangers may be serious or the 
public health may be impaired, and, in such case, to require that appro- 
priate disclosure of the facts be made in the advertising. 


From the foregoing, it would appear that the Commission will no 
longer continue its practice of permitting an advertiser to make a choice 
of either making a disclaimer in his ads or for his ads to carry the state- 
ment ‘“Caution—use only as directed."" The.present policy would ap- 
pear to be that of requiring a full disclosure of the material facts in the 
advertising in those cases where the Commission is successful in a 
proceeding or where a stipulation is agreed upon. However, it would 
seem that the presence or absence of the caution notice might well be 
one of the items which the Commission would consider in connection 
with whether or not the advertising of a drug might create such danger 
as to be serious or to impair the public health. It would therefore seem 
advisable to continue to use such statement in the future, if it has been 
made in the past, and not to discontinue its use without giving serious 
consideration to the possible effects of such change. 


In view of the new policy of the Commission, it appears that the 
possibility of conflict between the Commission and business on this type 
of advertising will be with respect to whether or not the advertising of 
the product is such as will result in dangers of a serious nature or in 
impairment of the public health. 


In addition to the foregoing change of policy, the Commission has 
changed its rules of practice, etc., to separate the judicial functions of 
the Commission from those having to do with investigation and prosecu- 
tion of complaints against respondents. The rules also enumerate, in 
detail, the rights of respondents. Included among these rights is one 
newly available whereby respondents may make offers of settlement 
or propose adjustments of the practice complained of within fifteen days 
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after the complaint has been filed. Another change in practice is that 
counsel for the respondent and the Commission may submit recom- 
mended findings to the trial examiner who presides at the public 
hearings. In addition, the recommended decision of the trial examiner 
is to be made public at once instead of waiting until the Commission has 
made its final decision. 


* * * 

Criminal provisions of the Federal Food, Drug, and Cosmetic Act 
not applicable if there is mere possibility that goods may be introduced 
into interstate commerce . . . A criminal prosecution, by way of infor- 
mation, was filed under authority of Section 303 of the Federal Food, 
Drug, and Cosmetic Act against a manufacturer because he admittedly 
gave a continuing guaranty which covered products which were alleged 
to be misbranded in violation of the provisions of the Act. It appeared 
that the products with respect to which the continuing guaranty had been 
given had not been shipped into interstate commerce. However, the 
information alleged that similar packages had been shipped into the 
channels of interstate commerce under labels similar to the one before 
the court in connection with the continuing guaranty. 


The defendant moved to dismiss the information on the ground 
that the products involved had not been shipped into interstate com- 
merce. The court was of the opinion that it was a very close question 
as to whether or not the transaction came within the scope of the Federal 
Food, Drug, and Cosmetic Act, but reached the conclusion that it was 
not the policy of Congress or the courts to extend criminal statutes so 
as to anticipate acts which were not criminal at the time of commission, 
and which might never become criminal, in such a way as to find the 
defendant guilty. Such an extension of a criminal law, it was felt, 
would do violence to all the rights of an individual. The court also 
emphasized that criminal statutes must be strictly construed and should 
not be extended by the courts so as to brand individuals as criminals 
unless there is a clear authority under the law to do so. 


The government attorney made a strong argument to the effect 
that from the previous conduct of the defendant concerning goods of 
the same nature, the goods involved in the criminal proceeding would, 
without doubt, appear in interstate commerce in the near future and 
that, accordingly, they were within the jurisdiction of the court under 
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the provisions of the Federal Food, Drug, and Cosmetic Act. How- 
ever, the court for the foregoing reasons reached a contrary conclusion 
and granted the motion to dismiss the information. The United States 
Supreme Court has agreed to hear an appeal from the order granting this 
motion. (United States v. Michael Walsh, an individual trading as 
Kelp Laboratories. In the United States District Court for the Southern 
District of California. No. 8987. Criminal. July 11, 1946 [CCH 
Food Drug Cosmetic Law Reports § 7028].) 


The first impression created by the holding in this case is that it 
is in conflict with many previous decisions which have held that the 
Federal Food, Drug, and Cosmetic Act is “remedial legislation’’ and 
that therefore the rule of liberal construction is to be followed irrespec- 
tive of its penal provisions. The weight of authority, to date, seems to 
be in favor of interpreting this Act on a liberal basis in order to carry 
out the intent of Congress to promote fair dealing and honesty in the 
trade and to secure to the public pure and wholesome foods, drugs and 
cosmetics. A recent decision so interpreting the Act is LInited States v. 
Kordel, in the United States District Court for the Northern District of 
Illinois, Eastern Division, 45 CR 488, decided June 27, 1946 [CCH 
Food Drug Cosmetic Law Reports € 7027]. However, these decisions 
only had to do with the question as to how the language of the Act 
should be interpreted with relation to the transactions admittedly within 
the jurisdiction of the court under the scope of federal power granted to 
the courts by the Act. They did not go into the question as to whether 
or not the Act should be interpreted as applying to a transaction in- 
volving matters which were intrastate in nature. It seems possible that 
the two points of view can be reconciled on the basis that one involves 
interpretation of matters within the scope of the law while the other 
involves the question as to whether or not the transactions come within 
the scope of the law at all. 

* * * 

Bill to amend the Federal Trade Commission Act (H.R.125) .. . 
The bill commonly known as the Reece Bill was reintroduced in the 
House on January 3, 1947, by Representative Joseph P. O'Hara. 


Among other things, the bill seeks to make it clear that the Federal 
Trade Commission has no jurisdiction over the labels or labeling accom- 
panying foods, drugs, devices and cosmetics. It also provides for a 
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broader court review of Federal Trade Commission orders. The bill 
has been referred to the Interstate and Foreign Commerce Committee. 
* * * 

Streptomycin Certification Bill (S. 445) . .. Mr. White, the 
Chairman of the Senate Interstate Commerce Committee (also Senate 
Majority Leader), introduced a bill on January 31, 1947, to provide 
for the pre-distribution certification of streptomycin by the Food and 
Drug Administration. Senator White was requested to introduce the 
bill by the Federal Security Agency. This bill also provides that insulin, 
penicillin and streptomycin certification data shall be considered as 
being in the “confidential information” category. 


The bill has been referred to the Interstate Commerce Committee, 

and it is anticipated that it will be promptly passed. 
* * * 

Notices of Judgment . .. The Federal Security Agency has issued 
the following Notices of Judgment under the Federal Food, Drug, and 
Cosmetic Act: Foods-Nos. 8651-8800, issued November, 1946, 8801- 
9000, issued February, 1947; and Drugs and Devices-Nos. 1651-1700, 
1701-1750, issued December, 1946. 

* . * 

Drug regulations amended .. . By virtue of the terms of an amend- 
ment to Section 2.109 of the drug regulations, a new drug will not be 
subject to Section 505 of the Federal Food, Drug, and Cosmetic Act 
if it is licensed under the Public Health Service Act of July 1, 1944. 12 
Federal Register 408. 

* * * 

Penicillin regulations amended . . . Two new sections have been 
added to the penicillin regulations. Section 146.36, relating to the 
definition, packaging and certification of penicillin vaginal suppositories, 
and Section 146.37, relating to the definition and requirements for 
buffered crystalline penicillin, are the new additions. 12 Federal Register 
4 and 208. 

* * . 

Standard for canned peas amended . . . An order amending the 
definition and standard for canned peas which permits the use of sodium 
hydroxide, sodium bicarbonate, magnesium oxide and magnesium car- 
bonate as optional ingredients in canned peas has been promulgated. 
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Recent investigations have indicated that the use of the substances 
named will permit a wider use of canning methods designed to retain 
the green color of fresh peas. 12 Federal Register 950. 


= & 2f 
Annual report of the Food and Drug Administration . . . The 
annual report of the Food and Drug Administration covering the period 
from July 1, 1945, to June 30, 1946, has been issued. 


Total seizures of foods, drugs, cosmetics and caustic poisons were 
2,835. There were 350 criminal prosecutions. The courts were re- 
quested to grant 36 injunctions. Fines totaling $166,746 were imposed. 
Jail sentences were imposed upon 14 individuals, of which five were 
suspended and nine actually served. 


* * 


Food Standards Committee to meet . . . The Food Standards 
Committee of the Food and Drug Administration is to meet during the 
week beginning March 24, 1947. The Committee is to consider and 
make recommendations as to definitions and standards of identity for 
various salad dressings, certain frozen fruits, and standards of quality 
and fill of container for canned corn. Federal Security Agency Release, 
FSA-237. 

[The End] 
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